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Program Background and Actions Related to Certification

6000 - Background
(Rev. 1, 05-21-04)

The Clinical Laboratory Improvement Amendments of 1988 (CLIA), Public Law 100-
578, amended §353 of the Public Health Service Act (42 U.S.C. 263a), to extend
jurisdiction of the Department of Health and Human Services (HHS) to regulate all
laboratories that test human specimens for the purpose of providing information for
diagnosis, prevention, or treatment of any disease or impairment of, or the assessment of
the health of, human beings. CLIA mandates that virtually all laboratories, including
physician office laboratories, meet applicable Federal requirements and have a CLIA
certificate in order to operate.

Regulations implementing CLIA are codified under 42 CFR Part 493. These regulations
require that all laboratories or entities that perform laboratory testing:

e Pay user fees as assessed by CMS to finance the entire cost of administering the
CLIA program;

e Submit specific information to HHS or its designee;

e Comply with specific administrative and program requirements;
e Submit to surveys to assess compliance with CLIA requirements;
¢ Be subject to specified enforcement actions; and

e Apply for CLIA certificates based on the complexity of testing performed in the
laboratory or based on accreditation by a CMS-approved accreditation
organization, or

e In a State with a CMS approved State laboratory licensure program, be licensed
or approved in accordance with State requirements.

Section 6141 of the Omnibus Budget Reconciliation Act of 1989, Public Law 101-239,
requires that laboratories participating in the Medicare program comply with CLIA
requirements. Therefore, all laboratories, with the exception of laboratories licensed by a
State with a CMS-approved State laboratory licensure program (CLIA-exempt
laboratories) must obtain a CLIA certificate to operate and to be eligible for payment
under Medicare and Medicaid. Although CLIA-exempt laboratories do not need a CLIA
certificate to operate, they are assigned a CLIA identification number for Medicare and
Medicaid payment purposes.


http://www.cms.hhs.gov/regulations/

6002 - CLIA Applicability
(Rev. 1, 05-21-04)

The simplicity or volume of testing conducted does not exclude an entity from being
subject to CLIA, but these factors determine which requirements a laboratory must meet
for CLIA certification, and the fees to be paid by the laboratory. These requirements
apply whether or not the laboratory or entity bills the patient for the services or is paid for
the services by Medicare or Medicaid.

Certain types of laboratories and laboratory tests are NOT subject to meeting CLIA
requirements. These include:

e Any facility or component of a facility that performs testing strictly for forensic
purposes;

e Research laboratories that do not report patient specific results (although they test
human specimens) for the diagnosis, prevention or treatment of any disease or
impairment of, or the assessment of the health of individuals;

e Components or functions of laboratories certified by the Substance Abuse and
Mental Health Services Administration (SAMHSA), formerly the National
Institutes on Drug Abuse (NIDA) in which drug testing is performed that meets
SAMHSA guidelines and regulations. (However, all other testing conducted by a
SAMHSA certified laboratory is subject to this rule.);

e Laboratories under the jurisdiction of the Department of Veterans Affairs.
Department of Defense (DOD) laboratories are subject to requirements that CMS
has determined to be comparable to those in CLIA. DOD is responsible for
assuring compliance with these requirements. (See §6022 for discussions on
Federal laboratories.);

e Laboratory testing conducted in conjunction with the provision of home health or
hospice care in an individual’s home, where the home health agency or hospice
employee merely assists the individual in performing a test, since tests performed
by individuals in the home are not subject to CLIA;

e Laboratories licensed in a State whose laboratory licensure program is approved
by CMS, (i.e., CLIA exempt as approved under 42 CFR part 493, Subpart E);

e Facilities which serve only as collection stations. A collection station receives
specimens to be forwarded to a laboratory performing diagnostic tests;

e Radiological facilities that perform only imaging procedures (e.g., x-rays,
ultrasounds, Magnetic Resonance Imaging, Computerized Tomography);


http://www.cms.hhs.gov/regulations/

e Facilities performing only physiological testing, e.g. spirometry, slit-lamp test for
eyes; and

e Any facility or component of a facility that performs testing for drugs of abuse for
employment purposes.

NOTE: In the preamble to the January 19, 1993, “Federal Register” notice (HSQ-202-
FC), the application of CLIA requirements to employee workplace drug testing subject to
CLIA was deferred until the issue could be studied further. Until such time as a final
determination is made, CLIA regulations do not apply to testing conducted for workplace
drug testing for employment purposes, including components or functions of any
employer entity that performs substance abuse testing for any purpose other than as part
of a treatment program. The CLIA rules do not apply to testing that results in
disciplinary, administrative, or legal action if the test result is positive, or to testing for
the presence or absence of substances of abuse involving an employee. This would
include employer-testing programs, which might lead to disciplinary action, whether or
not there is an associate referral to an employee assistance program (EAP). Positive tests
that result in the employee’s referral to an EAP do not make the EAP subject to CLIA
unless the program actually does testing for substances of abuse itself as a part of a
substance abuse treatment program. Testing for drugs of abuse is covered by CLIA when
the testing is part of a treatment program.

If a laboratory is performing testing subject to CLIA and does not obtain the appropriate
certificate, it is in violation of Public Law 100-578, §353, and subject to specified
penalties. Such cases or suspected cases should be referred to the RO for referral to OIG.

(See §6030.)

6004 - Consultative CLIA Activities

(Rev. 1, 05-21-04)

Centers for Disease Control and Prevention (CDC) assists CMS CO CLIA component in
evaluating and approving proficiency testing programs, accreditation programs and State
laboratory licensure programs.

Clinical Laboratory Improvement Advisory Committee - HHS established a
committee of experts in laboratory science. This committee provides scientific and
technical advice and guidance to HHS regarding the need for, and the nature of:

e Revisions to the standards under which clinical laboratories are regulated;

e The impact on medical and laboratory practice of proposed revisions to the
standards; and



e The modification of the standards to accommodate technological advances.

CDC oversees the Clinical Laboratory Improvement Advisory Committee and provides
CMS with any other required scientific and technical expertise.

6006 - Application and Certificate Process
(Rev. 1, 05-21-04)

It is the responsibility of the laboratory to obtain and submit the CLIA application (Form
CMS-116, Exhibit 125) and necessary personnel information for a CLIA certificate. The
CLIA application collects information about a laboratory’s operation that is necessary to
determine the fees to be assessed, to establish baseline data and to fulfill the statutory
requirements for CLIA. The information will provide an overview of a facility’s
laboratory operation. A laboratory cannot perform testing or claim Medicare and/or
Medicaid payment for services performed without a CLIA certificate and/or valid CLIA
identification number. (See Chapter 2, §2005, for additional information pertaining to
“Medicare Health Care Provider/Supplier Enrollment.”)

CMS (directly or through its agents or contractors) is responsible for providing,
collecting, and processing CLIA applications (Form CMS-116); collecting registration
and compliance fees; and entering application and fee data into the CLIA database. A
CMS contractor issues the CLIA certificate through the CLIA data system.

Registration Certificate

The registration certificate is required for all laboratories performing test procedures
under a certificate of compliance or certificate of accreditation. A registration certificate
is issued initially to any laboratory that applies for a certificate of compliance or a
certificate of accreditation, and pays appropriate registration fee(s). However, a
laboratory applying for a Certificate of Waiver (COW) or for a Certificate for Provider-
Performed Microscopy (PPM) procedures is not required to obtain a registration
certificate, but apply directly for either a COW or certificate for PPM procedures. A
registration certificate is temporary and indicates only that the laboratory is registered
with CMS and does not indicate approval or compliance with CLIA requirements. It
permits the laboratory to operate until CMS or its designee determines through a survey
or verification of accreditation that all applicable requirements are met. A registration
certificate is valid for a period of no more than two years or until such time as a survey to
determine program compliance can take place, or verification of accreditation is
complete, whichever is shorter.

Registration certificates can be reissued if compliance has not been determined prior to
the expiration date or if a laboratory requests an appeal of a sanction imposed as a result
of noncompliance with one or more CLIA conditions, which does not pose immediate
jeopardy. In the latter case, a registration certificate is reissued and remains effective
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until a decision is made by an Administrative Law Judge (ALJ) of the Departmental
Appeals Board (DAB). All sanctions imposed against the registration certificate carry
forth when reissued.

Certificate of Waiver

A Certificate of Waiver (COW) is issued to a laboratory that indicates on the Form
CMS-116 that only waived tests are performed, and pays the appropriate fee. Waived
tests are those tests that have been determined by CDC and/or FDA to be so simple that
there is little risk of error. Some testing methods for glucose and cholesterol are waived
along with pregnancy tests, fecal occult blood tests, some urine tests, etc. Tests approved
for COW status can be viewed at CMS’CLIA website
(http://www.cms.gov/clia/cowppmp.asp), along with Exhibit 285 (Surveyor Questions for
Certificate of Waiver Laboratories) for additional information about on-site visits to
facilities with a COW. A COW is valid for a 2-year period. Upon certificate expiration,
and after payment of appropriate fees, the laboratory’s certificate will be renewed for
another 2-year period. While the laboratory with a COW is not subject to CLIA’s quality
system regulation, the laboratory must follow the manufacturer’s instructions for test
performance.

Certificate for Provider-Performed Microscopy (PPM)Procedures

A Certificate for Provider-Performed Microscopy (PPM) procedures is issued to a
laboratory that indicates on the Form CMS-116 application that a physician or
practitioner performs only the microscopy tests listed at 42 CFR 493.19(c) or performs
only the listed microscopy tests in any combination with waived tests. A certificate for
PPM procedures is valid for a 2-year period. Upon expiration, and after payment of
appropriate fees, the laboratory’s certificate will be renewed for another 2-year period.
The laboratory that holds a PPM certificate is subject to moderate complexity quality
system requirements, however, such a laboratory is not routinely surveyed and may be
included in a non-waived laboratory’s survey sample.

Certificate of Compliance

A certificate of compliance is issued to a laboratory once it is determined through a
survey to be in compliance with applicable requirements for laboratories performing tests
of moderate and/or high complexity. The certificate of compliance will reflect the
effective date for each approved specialty/subspecialty. This is also the effective date for
Medicare/Medicaid payment for the approved specialties. A certificate of compliance
may also be reissued to a laboratory that has one or more Condition-level deficiencies
that do not pose immediate jeopardy (see §6262).

If a CLIA certificate of compliance is due to expire prior to a hearing date, it may be
reissued if CMS finds that conditions in the laboratory do not pose immediate jeopardy.
It remains effective while awaiting the hearing decision. All sanctions imposed against
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the certificate carry forth when the certificate is reissued. A certificate of compliance is
valid for a period of two years. Upon certificate expiration, and after recertification and
payment of appropriate fees, the laboratory’s certificate will be renewed for another 2-
year period.

Certificate of Accreditation

A certificate of accreditation is issued to a laboratory once the accreditation organization
verifies to CMS the accreditation status of the laboratory. The certificate of accreditation
will reflect the effective date for each specialty/subspecialty approved by the
accreditation organization. This is also the effective date for Medicare/Medicaid
payment for the accredited specialties/subspecialties.

Upon a certificate’s expiration, and after payment of appropriate fees, the laboratory’s
certificate will be renewed with a new 2-year effective date unless CMS is notified by the
accreditation organization of a laboratory’s non-accreditation status.

In the event of a Condition-level noncompliance determination as a result of a random
sample validation or complaint survey, a laboratory with a certificate of accreditation is
subject to a full review by CMS or its designee. A certificate of accreditation may be
issued to an accredited laboratory that is out of compliance at the Condition-level
provided an acceptable Plan of Correction (PoC) is received by CMS or its designee, and
the compliance does not constitute immediate jeopardy, even if a hearing is pending.

Effective Dates

The effective date of the initial CLIA certificate for PPM procedures, registration
certificate, or a certificate of waiver for new laboratories is the date the CLIA application
(Form CMS-116) is entered into the CLIA data system. The effective date of the CLIA
certificate of compliance is the date the laboratory is surveyed and found in compliance
with the CLIA requirements. The effective date of the CLIA certificate of accreditation
is the date the organization verifies to CMS that the laboratory is accredited. This date
can be no earlier than the accreditation organization initial approval date. Once the
effective dates are established, the laboratory’s 2-year certificate cycle is set.

6007 - CLIA Certificate Status Changes
(Rev. 1, 05-21-04)

Laboratories operating under a COW or certificate for PPM procedures must notify HHS
or its designee prior to performing and reporting results for any test not covered under
their certificate. The laboratory should submit a new CLIA application (Form
CMS-116). A new certificate and fees will be system generated once the data is entered
into the CLIA data system. The certificate is issued once the appropriate fees are paid.



A laboratory operating under a certificate of compliance or certificate of accreditation
and that is no longer performing high complexity or moderate complexity testing
(excluding PPM procedures), may request to change to either a COW or a certificate for
PPM procedures. However, the laboratory is not required to change its certificate. The
laboratory may decide to retain the current certificate it is operating under and change the
type of certificate upon its certificate expiration. If the laboratory elects to change the
certificate, the data must be updated in the CLIA data system; therefore, a new certificate
and fees will be system generated. The certificate will be issued after the fees are paid.

A laboratory requesting a change from a certificate of compliance to a certificate of
accreditation remains under CMS jurisdiction until its deficiencies are corrected. Once
the PoC has been accepted, the certificate change data may be entered into the CLIA data
system. A laboratory can elect to retain the certificate of compliance until the certificate
expiration date and subsequently change the certificate status. The data system must be
updated if the laboratory elects to change its certificate status prior to the expiration date
of the current CLIA certificate. A new certificate will be generated once the data is
entered into the data system. Fees will be system generated. The certificate will be
issued once the appropriate fees are paid.

A laboratory requesting a change from a certificate of accreditation to a certificate of
compliance will have its survey authority transferred to the appropriate State Agency.
The CLIA system must be updated, a new certificate with appropriate fees will be system
generated. Once the fees are paid a certificate will be issued.

NOTE: The CLIA Data Entry Users Guide contains a comprehensive chart with all of

the above situations described in detail. The users’ guide is very useful and should be
utilized prior to making any changes for any certificate types.

6008 - Laboratory Location - Criteriafor Meeting the Exceptions
(Rev. 1, 05-21-04)
Each location where laboratory tests are performed must file a separate application to be

separately certified unless it meets one of the following exceptions as outlined in 42 CFR
493.35(b), 493.43(b), or 493.55(b):

e Laboratories that are not at a fixed location, i.e., laboratories that move from
testing site to testing site, such as mobile units providing laboratory testing, health
screening fairs, or other temporary testing locations may be covered under the
CLIA certificate and address of the designated primary site or home base.

e Not-for-profit or Federal, State, or local government laboratories that engage in
limited (not more than a combination of 15 moderately complex or waived tests
or PPM procedures per certificate) public health testing may file a single
application.
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e Laboratories within a hospital that are located at contiguous buildings on the same
campus and under common direction may file a single application or multiple
applications for CLIA certificate(s) for the laboratory sites within the same
physical location or street address.

NOTE: A primary site or home base is responsible for the day-to-day operation,
supervision and administration of laboratory testing, including the employment of
qualified personnel. Multiple sites are allowed under one certificate providing the
laboratory director is identical for all affiliated testing sites.

Consider the following guidance for HHAs with multiple sites having the following
options when applying for CLIA certification. Each site or office may apply for its own
individual certificate, or multiple sites may apply for one CLIA certificate as long as
these sites are under one provider number, i.e., parent branch. Since subunits by
definition operate independently and have a unique provider number, each subunit must
apply for a unique CLIA identification number.

6010 - Assignment of CLIA Identification Numbers
(Rev. 1, 05-21-04)

CLIA identification numbers are 10-digit alphanumeric numbers issued by the CLIA
User Fee and Certificate Issuance System. This is assigned at the time of initial entry of
the CLIA application and included with the mailing of the remittance fee coupon. Any
number previously used for laboratory certification purposes is no longer valid. The 10-
digit number consists of the following fields:

e Positions 1 and 2 in most cases identify the State in which the laboratory was
located when it initially applied for a CLIA certificate. (A laboratory that
relocates to another State retains its original CLIA number.);

e Position 3 is the alpha letter “D” to identify the provider/supplier as a laboratory
under CLIA; and

e Positions 4 through 10 are the unique facility number identifiers.

Laboratories which are CLIA-exempt and those designated as VA laboratories do not
have a CLIA certificate, but are assigned a CLIA identification number using the 10-digit
number.

Once a laboratory is assigned a number, it retains this number even if it withdraws from
CLIA, has its license revoked, changes its: certificate type or ownership, location (i.e.,
relocates to another State), name, or operator. A CLIA number will not be reassigned to
another laboratory for any reason.



6012 - CLIA Information in OSCAR System
(Rev. 1, 05-21-04)

The Online Survey Certification and Reporting System (OSCAR) includes information
on laboratories that participate under CLIA. Some of the information is comparable to
what is collected in OSCAR on other suppliers of services and providers. The entry and
reporting of surveys, Federal surveys, and complaint investigations on CLIA laboratories
are maintained in OSCAR’s subsystems. Additionally, OSCAR captures unique data
such as approved specialties/subspecialties of testing and CLIA certificate history that is
collected in conjunction with laboratories that participate in CLIA.

6014 - CLIA Database System
(Rev. 1, 05-21-04)

The CLIA database, which is a subsystem of OSCAR, is a computerized subsystem that
maintains data on every laboratory in the nation that is required to participate in the
CLIA program. The database supports CLIA program operations, including the entering
and display of the CLIA application (Form CMS-116), the billing and collection of
laboratory user fees, issuance of certificates, and the generation of reports.

Authorized users can query the CLIA database for perusal of CLIA certificate data and
laboratory accounts data. A browse feature allows users to look through
certificate/laboratory data and laboratory accounts data within the CLIA database. A
specific record from a list of available records or data for a specific laboratory within the
database may be selected. Additional features (such as adding or updating information)
are available based upon the security authorization of the individual user.

Standard or user defined reports that provide general information that users request are
available through the OSCAR system. Consult with [your] CO OSCAR Coordinator to
obtain specific directions on how to use the system, or any of the current available
OSCAR or CLIA Users’ Guide(s).

6016 - Revised Certificates
(Rev. 1, 05-21-04)

The laboratory must report any changes to its name, location, specialty or subspecialty (if
applicable), or director (operator) once the laboratory is issued any certificate.

Provisions have not yet been implemented to issue and charge a fee for revised
certificates. In the interim, the ROs) have been given approval to issue revised or
misplaced certificates without corresponding fees.



6018 - Bill Adjustments

(Rev. 1, 05-21-04)

The RO/SA should contact the CO CLIA component for current policy.
6020 - Regional Office (RO) Role

(Rev. 1, 05-21-04)

The RO is responsible for:

e The certification of Federal laboratories and some State operated laboratories
within each region (see §6022);

e Oversight and monitoring of CLIA certification and enforcement activity for the
States within the region, e.g., performance of Federal Monitoring Surveys (FMS)
(see §6232), Alternative Quality Assessment Survey Protocol (see §6112), CLIA
State Agency Performance Review (SAPR) (see §6230); and

e Performing validation and complaint surveys of laboratories in States whose
laboratory licensure programs have been approved by CMS. (See Chapter 5
regarding additional information about complaint investigations of laboratories.)

6022 - Laboratories Under Direct RO Jurisdiction
(Rev. 1, 05-21-04)

The following facilities fall under the direct jurisdiction of the RO. All survey and
certification activities are to be performed by RO staff.

e Federal laboratories

Survey and Certification of Federal laboratories is the responsibility of the RO
except as noted below:

o Laboratories owned or operated under the jurisdiction of the VA are
subject to the requirements the VA establishes through rulemaking. They
are not subject to CLIA requirements.

o Laboratories under the jurisdiction of the Department of Defense (DOD)
are subject to requirements that CMS has determined to be comparable to
those in CLIA. DOD will be responsible for assuring their compliance
with the CLIA requirements.
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e Laboratoriesoutsidethe United States

A laboratory outside the United States is also required to possess an appropriate
CLIA certificate if it performs laboratory tests on human specimens referred to it
by a CLIA laboratory in the U.S. or its territories. CO will determine survey
responsibilities for laboratories located outside of the U.S. and its territories that
must comply with CLIA requirements. CLIA applications (Forms CMS-116) for
laboratories located outside of the U.S. are forwarded to the New York RO for
processing. For specific instructions for processing CLIA applications (Form
CMS-116), see §6006.

e State operated laboratories

Laboratories owned or operated by the State represent a possible conflict of
interest for survey purposes. Those State-operated laboratories where there is a
conflict of interest will be surveyed by the RO.

The RO uses the following criteria to determine if a conflict of interest exists in
State operated laboratories for CLIA survey and certification purposes.

0 State surveyors work under the supervision of the same individual who is
directly responsible for operating the State operated laboratory or
laboratories; and/or

O State surveyors work in a State laboratory that is subject to CLIA.

A conflict of interest may not exist if the State funds local public health laboratories but
does not operate them directly, or if one department of State government operates the
laboratory and another department surveys them (e.g., Department of Public Health vs.
Department of Mental Health).

Survey and certification functions are performed for laboratories under RO jurisdiction
using the procedures in §§6100 - 6138 (monitoring of proficiency test scores) and
Appendix C of the SOM.

6024 - RO Review of SA Certification Activities
(Rev. 1, 05-21-04)

CLIA has a single set of regulations applicable to all types of laboratories or entities
performing laboratory tests based on test complexity. The RO is responsible for
reviewing certification activity of the SA. The primary objective of this review is to
ensure that the certification decision is supported by appropriate documentation that
serves as sufficient evidence of the laboratory’s compliance with the laws and regulations
governing program participation.
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In meeting this objective, the RO reviews several facets of the SA’s entire certification
process. Specifically, the RO review will ensure that the SA’s:

e Certification of compliance is consistent with the documented findings, taking
into account the impact of deficient requirements on the respective conditions;

e Recommendation of compliance or noncompliance is appropriate;

e Interpretation of reasonable time and reasonable plans for the correction of
deficiencies is appropriate;

e Processing of CLIA certifications (including entering information into the CLIA
database of Online Survey Certification and Reporting (OSCAR)) is efficient,
accurate, and timely; and

e Identify administrative/program problems at State, regional or national level.

In the event the RO determination disagrees with the SA, the decision must be supported
by evidence. The RO justifies the determination in writing and attempts to resolve the
disagreement. To foster continuous quality improvement, the RO communicates the
resolution to CO. When a disagreement over interpretive policy cannot be resolved it
should be referred to CO for resolution.

6026 - State Agency (SA) Role
(Rev. 1, 05-21-04)

State agencies are responsible for survey and certification activity (including data entry)
for non-Federal laboratories within its State. Lists of laboratories ready to be inspected
are available to SAs through the CLIA database. The SA recommends to the RO whether
to certify laboratories.

6028 - CLIA Laboratories- Compliance With Civil Rights
Requirements

(Rev. 1, 05-21-04)

CLIA laboratories are required to comply with certain requirements enforced by the
Office for Civil Rights (OCR), including the Americans with Disabilities Act, but are not
subject to traditional pre-certification assurance investigations. These requirements are
enforced only on the basis of complaints. OCR makes any necessary investigations and
determinations related to compliance with civil rights requirements.

The SA forwards complaints concerning a CLIA laboratory’s noncompliance with
Federal civil rights requirements to the RO. The complaint should be forwarded to OCR



for review and investigation. As necessary, OCR forwards the complaint to the
Department of Justice (DOJ) for evaluation, investigation, and disposition. Under no
circumstances is the RO to investigate Federal civil rights complaints. OCR or the DOJ
is responsible for investigating Federal civil rights complaints. CMS is not authorized to
bill the laboratory for the cost of a complaint survey for noncompliance with civil rights
as part of the laboratory’s fee obligation.

6030 - Referralsto the Office of the Inspector General (OIG)
(Rev. 1, 05-21-04)

If a laboratory is operating without a CLIA certificate, the SA or RO as applicable,
notifies the laboratory (see Exhibit 110) that it is violating CLIA requirements, and warns
the laboratory of the consequences of such violations. The laboratory is afforded an
opportunity to respond within 14 days. If it does not respond, or does not cease testing
without a certificate within 30 days of the date of the notification to the laboratory, the
RO will notify the OIG of the violation. The SA if applicable forwards documentation to
the RO within 20 days of the date the violation notice was sent to the laboratory. In
addition, the RO also refers to the OIG:

e (ases of misrepresentation in obtaining a CLIA certificate;

e Laboratories that perform or represent the laboratory as entitled to perform tests
not authorized by its CLIA certificate; and

e Laboratories that violated or aided or abetted in the violation of any provision of
CLIA and its implementing regulations.

6032 - Notification of Changein Laboratory Operations
(Rev. 1, 05-21-04)

When a laboratory provides written notification of a change in location, director,
laboratory name, technical supervisor and deletion of specialties or subspecialties, the SA
enters the information into the CMS data system and retains a copy of the laboratory’s
letter of request. The SA must not accept oral notices of change or intents to change.
Once a compliance determination has been made on an addition of a specialty or
subspecialty, the SA agency enters the information into the CMS data system. For
further information refer to §6104.

A change of ownership does not require a revised certificate unless one of the other
changes specified above occurs. For information concerning change of ownership see

§2005.
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6034 - Mobile Laboratories
(Rev. 1, 05-21-04)

laboratory is defined as a movable, self-contained operational laboratory with its own
personnel, equipment, and records. It is not a vehicle that only transports laboratory
equipment, supplies or personnel from one location to another, such as a vehicle used for
transporting instruments, specimens, and supplies to or from a health screening fair.
Mobile laboratories:

e May file a single application for a registration certificate and CLIA certificate
using the address of its home base; and

e Should obtain a separate certificate for each State in which testing is performed.
If a mobile laboratory operates in more than one State and does not obtain a separate
certificate from each State, the SA contacts the RO to determine which State conducts the
inspection.
A mobile laboratory may perform testing only when the laboratory is stationary.
Concerns unique to mobile laboratories are addressed throughout Appendix C of the
SOM.
Each mobile vehicle and each laboratory that moves from testing site to testing site or has
a temporary testing location, should provide SA with the home base or central dispatch
phone number, so that an updated schedule of the location of testing and the hours of

operation can be obtained.

Records may be maintained in the van or at the home base. Reports should reflect the
home base address and indicate which mobile unit performed the test.

The vehicle identification number distinguishes mobile laboratory vans.

6036 - Facilities With Multiple Sites

(Rev. 1, 05-21-04)

6036A - Hospitals

(Rev. 1, 05-21-04)

Laboratories within a hospital that are located at contiguous buildings on the same
campus and under common direction may file a single application or multiple

applications for the laboratory sites within the same physical location or street address.
Hospital satellite or auxiliary laboratories located outside a hospital (at a different
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physical location or address) must each make a separate application. “Under common
direction,” means the hospital laboratory director is responsible for the quality of
laboratory testing in all laboratories within the hospital that are covered by a single
application and certification. “Street address” is the address assigned by the post office
and is the physical location of the main laboratory. The street address may be different
from the mailing address, which can be a post office box or a billing address. For large
hospitals, such as a university campus facility that may contain laboratories in separate
buildings, the SA consults with the RO to determine if the hospital is eligible for a single
certificate. A single individual may be named as director of up to five laboratories. A
certificate may include more than one laboratory using the above criteria. The SA refers
questions regarding multiple sites status to the RO.

The SA surveys in its entirety each laboratory site within a hospital seeking a single
certification for all applicable conditions and standards. Proficiency testing (PT) is the
only exception. Every laboratory site within a hospital is not necessarily required to
perform PT. However, all analytes tested within the hospital laboratory’s certification
must be enrolled in an appropriate PT program. Appendix C of the SOM has additional
guidance concerning PT coverage at multiple sites.

Each certified laboratory must have a comprehensive quality system designed to
continually monitor and evaluate the overall quality of testing. The SA verifies that the
laboratory quality assessment (QA) program includes all laboratory testing locations
covered under the laboratory’s certification.

6036B - L aboratories Doing Limited Public Health Testing
(Rev. 1, 05-21-04)

Not-for-profit or Federal, State, or local government laboratories with multiple sites that
engage in limited public health testing may file a single application for a certificate
regardless of the physical location. Multiple laboratories may be covered under one
certificate as long as they are not-for-profit or Federal, State, or local government
laboratories and collectively perform no more than any 15 tests categorized as moderate
or waived. Laboratories doing limited public health testing, as defined above, should
obtain a separate certificate for each State in which testing is performed. If a laboratory
system performing limited public health testing operates in more than one State and does
not obtain a separate certificate from each State, the SA contacts the RO to determine
which State conducts the inspection. The laboratories may choose to apply for more than
one certificate, and may want to do so based on the ramifications of any PT failures (for
moderately complex tests), or any deficiencies cited during a compliance survey which
would in any way limit the laboratory’s certificate.

Not-for-profit or Federal, State, or local government laboratories that perform high
complexity testing must file a separate application for certification for each laboratory
performing high complexity testing regardless of their profit or government status.
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Each separate location of a not-for-profit or Federal, State, or local government
laboratory covered under a single certificate must meet all the applicable requirements of
42 CFR 493. The only exception is Subpart H, Participation in PT. All specialties,
subspecialties, analytes or tests performed by that public health laboratory system must
be enrolled in an approved PT program, if one is available. At the laboratory’s
discretion, PT samples may be distributed to all testing locations, restricted to certain
locations, or performed at one location. (See Appendix C of the SOM.)

At a minimum, the SA verifies that all laboratory sites are included in a laboratory’s
comprehensive QA program that monitors the correlation of site’s results with the
instruments, test systems, and methods covered by the PT program. Failure of a
laboratory to monitor and evaluate the quality of testing at each location is a deficiency.

6036C - Temporary Testing Sites
(Rev. 1, 05-21-04)

The SA surveys temporary testing sites of laboratories under a single certificate,
including mobile units and should make every effort to schedule the survey to coincide
with testing.

6038 - Transfusion Services Covered by CM S/IFDA M emorandum of
Under standing (M OU)

(Rev. 1, 05-21-04)
6038A - Facilities Surveyed by the State Agency
(Rev. 1, 05-21-04)

CMS and the FDA have a memorandum of understanding (MOU) that defines survey
activities for facilities performing immunohematology (bloodbank) testing and
transfusion services that are subject to CMS (CLIA/Medicare/Medicaid) and FDA
regulations. CMS is responsible for inspecting nonaccredited transfusion service
facilities and reference laboratories and recording findings relative to CLIA regulations.

The SA surveys facilities performing any immunohematology testing not covered under
the MOU, including hospitals, clinics, physician office laboratories (POLs), donor
centers, as well as reference laboratories. In addition to all other required survey forms,
the SA uses the Blood Bank Inspection Checklist and Report (Form CMS-282, Exhibit
123) as a guide to performing the survey in applicable facilities.
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FDA continues to inspect hospital transfusion services and reference laboratories covered
under CLIA for purposes related to the manufacture of blood and blood products, i.e.,
collection of blood, if they:

e Collect blood and blood components in other than emergency situations,
including autologous donations;

e Perform therapeutic collection or pheresis and no resulting product is used for
further manufacturing; or

e Prepare frozen, deglycerolized, washed, rejuvenated, or leukocyte-poor red blood
cells and/or recovered human plasma.

Facilities performing services that do not include transfusion services, but are performing
laboratory testing on donor blood for purposes of manufacturing a product for transfusion
(i.e., donor centers, plasmapheresis centers), must comply with both FDA and CLIA
regulations. FDA conducts its portion of inspections in those facilities while CMS
surveys those facilities for compliance with the CLIA regulations.

Some facilities that are not accredited that perform blood banking or transfusion services
may be subject to surveys by both the SA and FDA if they also perform procedures
related to the manufacture of blood and blood products as described above. In these
instances, the SA performs a CLIA survey relative to all testing being performed, i.e.,
patient and donor testing, and incorporates the FDA requirements outlined in Form
CMS-282 for compatibility testing, transfusion reactions, storage and distribution, and
laboratory testing (Parts B, H, and I of the Form CMS-282). FDA inspects for its blood
collection, processing, and shipping requirements relative to the manufacture of blood
and blood products in these facilities.

6038B - HIV, Hepatitis, and Syphilis Testing
(Rev. 1, 05-21-04)

CMS is responsible for the survey and certification of reference laboratories performing
HIV, hepatitis, and syphilis testing for registered (unlicensed by FDA) blood
establishments even though these laboratories are also subject to FDA regulation.
Facilities testing for HIV antibody, hepatitis,

and syphilis for purposes of blood product preparation must meet all requirements for
CLIA certification as well as FDA requirements. The SA uses the Form CMS-282 (Part
B) to record survey findings of CLIA requirements.

Below are the relevant portions of FDA’s requirements cross-referenced to CLIA
(effective 4/24/2003) for immunohematological, HIV, hepatitis, and syphilis testing:



FDA CMS(CLIA)
Immunohematological 21 CFR 606.151(a) through (e) | 42 CFR 493.1271
(formerly annotated as 21 CFR
Testing 606) (formerly 42 CFR §493.1273)
21CFR 610.53
21 CFR 640 subparts
AB,C.Dand F
HIV 21 CFR 610.40 42 CFR §493.1271(b)

(formerly annotated as 21 CFR
610.45)

(formerly annotated as
§493.1241(d)(1))

Hepatitis Testing

21 CFR 610.40

42 CFR §493.1271(b)

(formerly §493.1241(d)(2))

Syphilis Testing

21 CFR 640.5 (a), 21CFR
610.40(i)

42 CFR §493.1271(b)

(formerly 42 CFR §493.1239(e)

The HIV, hepatitis and syphilis testing requirements above do not require transfusion
service facilities to retest blood for HIV, hepatitis and syphilis if the blood has already
been tested in another CLIA certified facility (e.g., Red Cross or Community Blood

Center).

6040 - Transfusion-Related Fatalities

(Rev. 1, 05-21-04)

Facilities, including laboratories, involved in the collection or transfusion of blood or
blood products must report transfusion-related fatalities to FDA’s Center for Biologics
Evaluation and Research (CBER), Office of Compliance and Biologics Quality, Attn:
Fatality Program Manager (HFM-650) at (301) 827-6220. FDA notifies CMS CO when
an investigation by CMS is required. CO, in turn, informs the RO to authorize a survey
of the facility and/or laboratory as applicable, regardless of the facility’s accreditation
status or CLIA exemption. Either the RO or the SA may perform this survey. The RO or
SA will schedule and conduct the survey within 45 days of the notice from CO and
submit a report of investigation to CO within 60 days of the survey. Investigations of
transfusion-related fatalities are generally scheduled, since the facility is aware of the
possibility of a follow up after the report is made to FDA. If the report of the fatality
originates with any other source, i.e., media or anonymous complaint, the SA or RO
conducts an unannounced survey.




The RO or the SA will assess the facility’s compliance with applicable conditions and
standards during the onsite review. The review may warrant investigation of departments
outside the laboratory, i.e., Operating Room, Emergency Room, nursing services,
medical records, to ascertain problems that may have led to the fatality. Since CLIA is
specific only to laboratory testing, the SA or RO uses any preliminary information
forwarded to decide whether the investigation will involve determining compliance with
CLIA, the hospital (or other applicable facility) requirements, or both.

The RO or the SA will complete the applicable portions of the Form CMS-282, Form
CMS-1557, and other applicable survey forms. A sample of the Form CMS-282 and the
corresponding instructions on how to complete it are found in Exhibit 123. The Form
CMS-2567 is prepared to document deficiencies identified during the onsite review. The
RO will review and approve the Form CMS-2567 before if is provided to the facility.

The report of the investigation, including all survey forms and completed PoCs is
reviewed by the RO. If the RO agrees with the SA’s recommendations, the RO forwards
the report to the facility along with a copy to CO. CO expects a copy of the report,
survey forms, and completed PoCs within 60 days of the investigation. CO forwards the
report to FDA, as applicable. The RO determines what, if any, follow-up action is
necessary and forwards the results of the follow-up to CO as it becomes available.

6040A - Transfusion Investigation in an Accredited Facility
(Rev. 1, 05-21-04)

Consistent with other procedures involving accredited facilities, if deficiencies are found
that pose an immediate jeopardy, and the SA performed the survey, the SA prepares and
submits a Form CMS-2567 to the RO for immediate action and possible sanctions within
two days following the finding.

If deficiencies do not pose an immediate jeopardy, and the SA performs the survey, the
SA prepares a Form CMS-2567 and sends it to the facility within 10 days.

If the RO determines that the facility is out of compliance with one or more conditions,
but these deficiencies do not pose an immediate jeopardy, the SA or RO notifies the
facility that it is out of compliance and will be placed under the RO monitoring
jurisdiction. The SA or RO forwards a copy of this notification to the appropriate
representative of the facility’s accreditation organization(s). The facility continues to be
accredited by its accreditation organization(s). However, it is subject to the same
requirements, survey, and enforcement procedures applied to non-accredited facilities
found out of compliance following a survey. The facility is monitored until it reaches
Condition-level compliance or its certificate of accreditation is revoked.

If the RO determines that the accredited facility is in Condition-level compliance with all
applicable CMS requirements, the RO notifies the facility and forwards a copy of the
notification to the SA and to the appropriate representative of the accreditation
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organization(s). For deficiencies below the Condition-level, the facility may choose to
submit a PoC or not, however, any known information about the facility’s efforts to
correct the deficiencies should be included in the report. The notification letter advises
that the accreditation organization may contact the facility about the correction of any
deficiencies turned over to them from the RO.

Since CLIA is a user-funded program, the facility is responsible for payment of the fee
associated with the laboratory portion of the survey, as applicable, if it is determined that
the fatality was related to the laboratory’s noncompliance with CLIA. (No fee is charged
to the laboratory if the complaint is not substantiated.)

CLIA’s jurisdiction does not go beyond laboratory testing as defined in the regulations.
Thus, if it is determined that noncompliance is related to deficiencies found outside the
laboratory, e.g., in the hospital or skilled nursing facility nursing services, the operating
room, or emergency room, the cost incurred for the investigation is covered by the State
Medicare/Medicaid Certification Inspection Budget. See Appendix C of the SOM for
further information on investigation of transfusion-related fatalities.

6042 - Proficiency Testing (PT)
(Rev. 1, 05-21-04)

Regulations at 42 CFR 493.801(a)(2)(i) require laboratories which have not been granted
a certificate of waiver to designate annually the approved programs to be used for each
specialty, subspecialty, and analyte or test to determine compliance with 42 CFR Part
493, Subpart H. This also applies to cytology PT for laboratories that are enrolled in a
CMS-approved cytology PT program. If a laboratory fails to successfully participate in
PT, as defined in 42 CFR Part 493, Subpart H, the RO will take the necessary adverse
actions as described in 42 CFR Part 493.

Approval and monitoring of PT programs is CMS’ CO CLIA Component’s
responsibility. Input that the RO/SA has collected that is based on its field experience
with the laboratories and the approved PT programs will be reported to the CO CLIA
Component on an ongoing basis. PT programs are to apply to the CMS CO CLIA
Component annually for approval or reapproval.

6044 - Enrollment Infor mation
(Rev. 1, 05-21-04)

Annually, CMS-approved PT programs electronically update the CLIA database with
laboratories that have enrolled in CMS-approved PT programs for specific specialties,
subspecialties and analytes. CMS-approved PT programs also update the data system on
a periodic basis to reflect the addition of new laboratories. The SA (and RO for Federal
jurisdictional laboratories) will verify that the laboratory is appropriately enrolled in PT.
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6046 - PT Excluding Cytology for Non-Accredited and Non-CL 1A
Exempt Laboratories

(Rev. 1, 05-21-04)

Title 42 CFR 493.801(a)(1) requires laboratories performing moderate and/or high
complexity tests to enroll in one or more CMS approved PT programs for each specialty,
subspecialty, analyte, or test listed in 42 CFR 493, Subpart I. The laboratory must
designate a specific survey (as well as PT program) for each specialty, subspecialty,
analyte, or test for regulatory purposes, so that only one score is considered for that area
per testing event. The specialty, subspecialty, analyte or tests for PT are listed in 42 CFR
493.909 through 493.959. If a laboratory fails to enroll and/or appropriately test PT
samples, the RO may impose any of the sanctions described in 42 CFR 493, Subpart R.

6048 - Noncompliant With PT Enrollment and Testing Requirements
(Rev. 1, 05-21-04)

PT Enrollment and Testing Requirements - In addition to successfully performing PT, a
laboratory must also meet the CLIA enrollment and testing of samples condition. (See
42 CFR 493.801.) Noncompliance with this condition, which governs both enrollment
and PT sample testing, may be identified during a survey.

The SA adhering to the timeframes and guidelines in Appendix C of the SOM, reviews
all documentation and, if called for, initiates the appropriate enforcement action(s), which
are sent with recommendations to the RO. If a laboratory does not enroll in a PT
program, the technical assistance and training sanction cannot be imposed if
noncompliance with the PT condition is found.

6050 - Monitoring PT/SCORES
(Rev. 1, 05-21-04)

The SA will obtain a report of each laboratory’s PT scores from the CLIA PT monitoring
system and monitor each laboratory’s PT performance on a regular, periodic basis and
prior to performing the survey. The SA (and RO for Federal jurisdictional laboratories)
identifies a laboratory’s noncompliance with the PT requirements for successful
participation through periodic monitoring of the OSCAR PT data system

The SA will recommend sanctions or enforcement actions, as necessary, for failure to
meet PT requirements after verification of PT results from the PT organization or
laboratory. (See §6268.) The RO’s primary role is to decide upon and implement
enforcement actions following notification of noncompliance by the SA.
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6052 - PT Reports Availableto the SA/RO
(Rev. 1, 05-21-04)
The CMS PT monitoring system produces the following reports:

e Listing of laboratories with unsuccessful participation/unsatisfactory
performance;

e Listing of corrected scores;

e PT Organization names and addresses;

e PT organization enrollment;

e PT duplicate enrollment;

e Laboratories excused for failure to participate;

e Individual laboratory profiles; and

Approved PT Provider Profile;

To obtain directions on how to use the PT Monitoring system, consult the OSCAR
Report User’s Guide or the CO OSCAR coordinator.

6054 - Unsuccessful Performancein Proficiency Testing
(Rev. 1, 05-21-04)

If a laboratory has a report of unsuccessful performance in PT, the SA follows the
procedures in §6058.

Unsuccessful participation in PT means any of the following:

e Unsatisfactory performance for the same analyte in two consecutive or two out of
three testing events;

e Unsatisfactory overall testing event scores for two consecutive, or two out of
three testing events for the same specialty or subspecialty;

e An unsatisfactory testing event score for those subspecialties not graded by
analyte (i.e., bacteriology, mycobacteriology, virology, parasitology, mycology,
unexpected antibody detection, or compatibility testing) for the same subspecialty
for two consecutive, or two out of three testing events; or



e The laboratory fails to meet the gynecologic cytology requirements at 42 CFR
Part 493.855.

6056 - Excused Correction Scoresfor Proficiency Testing
(Rev. 1, 05-21-04)

If a laboratory has received a score of zero percent due to failure to participate in a
testing event for a specialty, subspecialty, analyte, or test it may request to be excused
only if:

e Patient testing for that specialty or subspecialty, analyte, or test was suspended
during the timeframe allotted for testing and reporting of PT results;

e The laboratory notifies RO/SA and the PT program within the timeframe for
submitting PT results of the suspension of patient testing for that specialty,
subspecialty, analyte, or test and of the circumstances that led to failure to
perform testing on the PT samples; and

e The laboratory participated in the previous two testing events for the specialty,
subspecialty.

The PT program indicates through the PT data system (i.e., excused nonparticipation
report) that a laboratory has requested an excuse for failure to participate in the testing
event for the specialty or subspecialty, analyte, or test. The SA will make the
determination to accept or reject the request for an excused correction.

6058 - Unsuccessful Participation in PT
(Rev. 1, 05-21-04)

Unsuccessful PT performance under CLIA is defined as unsatisfactory performance in
two consecutive or two out of three events for an specialty, subspecialty, analyte, or test
and requires surveyor follow-up action. The SA (and RO for Federal jurisdictional
laboratories) initially identifies a laboratory’s noncompliance with the PT requirements
through monitoring the OSCAR PT data system report on unsuccessful participation and
onsite survey for enrollment and testing.

Educational Focus - An educational focus is recommended for initial unsuccessful PT
performance to provide the laboratory an incentive to achieve successful performance
and to correct all associated problems without the threat of significant sanctions. SA
follow-up action for initial unsuccessful PT performance should consist of:
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¢ Obtaining the individual results for each unsatisfactory event that contributed to
the laboratory’s unsuccessful performance from the laboratory or the PT provider;
and

e Reviewing the PT performance reports and determining if the unsatisfactory
results truly represent the laboratory’s failure to perform and report the test
satisfactorily. For example, clerical errors and delays in reporting still constitute
failure. However, an instrument failure, PT provider data input error, or back
order of reagents may not be within the laboratory’s control. Careful reviews will
provide a fair evaluation to the laboratory and insight into the reason for the PT
failure. Problems regarding PT specimens such as matrix effect, scoring, and
proper enrollment are to be handled between the laboratory and the PT provider.

Where there’s a first occurrence of unsuccessful performance in a specialty or
subspecialty, the SA recommends to the RO that the laboratory seeks technical assistance
and/or education that is related to the specific problem. No onsite survey is required to
initiate this action. When a SA determines that a laboratory has performed
unsuccessfully, technical assistance and/or education may be appropriate, provided the
RO agrees. An acceptable plan of remedial action should be obtained and documentation
of the determinations and follow-up maintained.
SA follow-up is necessary to verify that the laboratory has obtained the recommended
assistance and/or education, has corrected the problem promptly, and has documented its
actions appropriately.
More stringent enforcement actions should be initiated, if:

e There is immediate jeopardy to patient health and safety;

e The laboratory refuses to correct the problem; or

e The laboratory has a history of Condition-level deficiencies.

Using the guidelines in §§6262 - 6294, initiate the appropriate enforcement actions. (See
Exhibit 240.)

6060 - Reinstatement After Failureto Successfully Participatein
Proficiency Testing

(Rev. 1, 05-21-04)
The laboratory must meet the requirements for reinstatement if:

e The laboratory’s certificate has been limited or suspended, Medicare/Medicaid
approval has been canceled, or Medicare/Medicaid payments have been
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suspended for unsuccessful participation in PT for a specialty, subspecialty,
analyte or test; or

e The laboratory has voluntarily withdrawn its CLIA certification due to a failure in
that area.

Reinstatement requires sustained satisfactory performance on two consecutive PT events
in the specialty, subspecialty, analyte or test that the laboratory previously failed.
However, in no case may a laboratory that has had its certificate suspended, limited, or
revoked because of unsuccessful participation in PT be reinstated in less than six (6)
months following suspension, cancellation, limitation. The laboratory must make
application to CMS to have the specialty, subspecialty, analyte or test recertified. A
revised application and certificate are necessary during the period of suspension or
limitation. The laboratory must pay a fee to cover the cost of issuing the revised
certificate. The RO may make a final determination whether reinstatement requirements
are met. (See §6268.)

6062 - Onsite Observation of Proficiency Testing
(Rev. 1, 05-21-04)

RO/SA Surveyors may elect to observe PT performance onsite as part of the survey
process or because of failure in PT by the CLIA laboratory.

6100 - The Survey Process - Emphasis, Components, and Applicability
(Rev. 1, 05-21-04)

Survey protocols and Interpretive Guidelines provide guidance to personnel conducting
surveys of laboratories. These documents are established pursuant to pertinent sections
of the Social Security and Public Health Service Acts (PHSA) and regulations at 42 CFR
Part 493. The documents serve to clarify or explain the intent of the regulations and are
to be used by all surveyors assessing compliance with Federal requirements.

The outcome-oriented survey process places emphasis upon performance or outcome
measurements to ensure accurate and reliable test results and other related activities. The
purpose of the protocols and guidelines is to provide suggestions, interpretations, and
other tools to use in preparing for and conducting the survey and for analyzing and
evaluating survey findings. The use of QualityAssessment (QA) activities as a tool may
assist with determining the laboratory’s compliance with the requirements of the
appropriate CLIA subparts (See Appendix C of the SOM).

A survey of laboratory services includes, but is not limited to, identifying the various
sources of information during the various stages of the survey process. For example, pre-
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survey preparation includes reviewing the laboratory’s file, personnel information,
services offered, proficiency testing information and compliance history.

Both the SA and RO use the same survey protocol.
6102 - Scheduling Surveys
(Rev. 1, 05-21-04)
When scheduling surveys use the following priorities:
e Complaint surveys indicating possible immediate jeopardy;
e Laboratories with other complaint investigations pending;
e History of compliance problems;
¢ Initial surveys of large laboratories;
¢ Initial surveys of small laboratories;
e Follow-up surveys; and
e Recertification surveys.

The SA or RO considers the geographic proximity of laboratories in developing an
efficient survey schedule.

The SA schedules validation surveys of accredited laboratories under the direction of the
RO. (See §6024.)

Laboratories holding certificates of waiver or PPMP are not routinely surveyed. (See
Appendix C of the SOM, and 42 CFR 493.1775.

6104 - Conducting Unscheduled Surveys

(Rev. 1, 05-21-04)

6104A - Survey Dueto Unanticipated Events

(Rev. 1, 05-21-04)

The SA or RO conducts a survey at an earlier date than planned if there is reason to

believe the laboratory is being operated in a manner that constitutes a risk to human
health. Possible reasons for this would be a complaint about deteriorating standards of
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operations, results of an accreditation survey of an accredited laboratory, loss of
laboratory accreditation, substantial changes in managerial personnel, or a significant
change (e.g., from moderate to high complexity) in the type of testing performed. The
decision to conduct a survey at an earlier date than originally planned depends upon
whether there is likelihood that certification status could be changed. Such surveys must
be unannounced.

6104B - Change of L ocation of Laboratory
(Rev. 1, 05-21-04)

Changes in location of a laboratory within a State do not ordinarily require a special on-
site survey. The laboratory is expected to continue to uphold the standards of operation
detailed in its most recent survey. An on-site survey is to be performed only when the
relocation raises significant questions as to the laboratory’s ability to maintain standards.
In these situations, the SA considers when the last recertification survey was performed.
If a recertification survey is due within the next six months, the SA advances the entire
resurvey. If the recertification survey is not due, and an on-site visit is performed, the SA
conducts a limited review focusing on the issues that led to question the laboratory’s
ability to maintain standards. The SA documents the justification for performing special
on-site surveys and maintains this documentation in the laboratory’s official file.

6104C - Change of Testing Performed by a L aboratory
(Rev. 1, 05-21-04)

If a laboratory, other than a laboratory with a certificate of waiver, begins to perform
additional tests, a SA survey or resurvey may be required. (For laboratories with a
certificate of waiver that want to expand services to include nonwaived testing, see
§6016). The regulations permit laboratories with a certificate to add services for six
months prior to notification to CMS, although laboratories will not be eligible for
Medicare or Medicaid payments until they have made the notification and their certificate
has been revised. If a regularly scheduled survey occurs during the 6-month period a
laboratory has added services but has not notified CMS, the SA surveys the added
services.

6106 - Survey Policy
(Rev. 1, 05-21-04)

It is CMS’ policy to give advance notice to laboratories (up to two weeks) when
conducting surveys to determine compliance (including the addition of
specialties/subspecialties, analyte and test, and laboratory relocation). However, HHS or
its designee may conduct announced or unannounced survey of any laboratories at any
time during its hours of operation to assess compliance with the applicable requirements



within 42 CFR Part 493. If there is any conflict with internal State policies and
practices, the SA discusses it with the RO.

The complaint or revisit/follow-up surveys must be conducted on an unannounced basis.
Validation surveys of accredited or CLIA-exempt laboratories are typically announced;
however, in cases where there is significant evidence of non-compliance in the survey
findings of the accreditation organization or CLIA-exempt State agency, the RO has the
latitude to treat such a survey as a complaint.

6106A - Follow-Up Surveys
(Rev. 1, 05-21-04)

In many circumstances, a mail or telephone contact may be sufficient in lieu of an on-site
revisit. In those instances where an on-site revisit is necessary, it is to be conducted by
the surveyor(s) who made the findings, when possible. (See §6132.)

6106B - Waived Test Performance
(Rev. 1, 05-21-04)

In accordance with 42 CFR 493.1775, if it is verified that the laboratory is fully aware
that it is performing nonwaived tests with a certificate of waiver, the laboratory is in
violation of CLIA. The SA completes a Medicare/Medicaid Certification and
Transmittal (Form CMS-1539), and in Item 16 (State Survey Agency Remarks)
recommend referral to OIG. The SA completes a Statement of Deficiencies and Plan of
Correction (Form CMS-2567, see Exhibit 7), to indicate the findings of the survey, and
does not solicit a Plan of Correction (PoC) from the laboratory. The SA attaches any
documentation that can be used in the adverse action process to substantiate the
recommendation and submits all of the documentation, including the completed Form
CMS-1539 and Form CMS-2567, to the RO. The SA refers to §6016 if the laboratory
wants to add nonwaived tests.

6106C - Accredited Laboratories
(Rev. 1, 05-21-04)

Laboratories accredited by a CMS approved organization are deemed to meet the require-
ments of 42 CFR Part 493. When the RO/SA receive notification from a laboratory,
which was previously inspected by the RO/SA, that it has been accredited, the SA
verifies the laboratory’s accreditation status before removing the laboratory from the
RO/SA’s biennial survey schedule. If any standard-level deficiencies are still pending on
this laboratory, the SA discontinues any follow-up on the deficiencies and forwards the
pending deficiencies to the laboratory’s accreditation organization. If the pending
deficiencies are serious and represent a threat to the quality and reliability of the
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laboratory’s testing, i.e., Condition-level non-compliance exists, the matter is referred to
the RO. A laboratory’s accreditation cannot be recognized until it has corrected its
Condition-level deficiencies.

The SA completes a Medicare/Medicaid Certification and Transmittal (Form
CMS-1539), to report the accreditation to the RO. The SA recertifies the compliance of
each accredited laboratory on a biennial schedule consistent with their accreditation
interval.

Laboratories that lose their accreditation are no longer deemed to meet the requirements
of 42 CFR Part 493. Upon loss of accreditation, the SA confirms the laboratory’s
accreditation status and changes the laboratory’s CLIA certificate type, if necessary. If
the laboratory’s CLIA certificate is changed to a certificate of compliance, the SA
schedules a survey of the laboratory as soon as possible after the laboratory has paid
registration and compliance fees. However, in cases where there is significant evidence
of non-compliance in the survey findings of the accreditation organization that may have
led to the laboratory losing its accreditation, the RO has the latitude to treat such a
situation as a complaint and a complaint survey must be scheduled immediately.

6106D - CLIA-exempt Laboratories
(Rev. 1, 05-21-04)

Laboratories exempt through an approved State licensure program are subject to valida-
tion surveys conducted by the RO or its designee.

6108 - Survey Responsibilities
(Rev. 1, 05-21-04)

The SA uses Appendix C of the SOM, “The Survey Procedures and Interpretive
Guidelines for Laboratories,” for guidance in conducting the on-site survey, and entering
the information concerning the results of the survey into the CLIA database if the
laboratory is in compliance. In the event of a noncompliance determination, see §6134.
For conducting on-site surveys for certificate of waiver laboratories refer to Exhibit 285,
“Surveyor Questions for Certificate of Wavier Laboratories.”

6110 - Survey Team Size and Composition
(Rev. 1, 05-21-04)
Each SA surveyor must meet the education and training qualifications in §4009. If more

than one surveyor is performing the survey, all surveyors are to survey together during
the same time interval. (See Appendix C of the SOM)
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6112 - Laboratory Self-Assessment
(Rev. 1, 05-21-04)

For those laboratories that continue to pose potential risks to the public health and safety,
judging from their compliance history, regular onsite inspections present the most viable
course of assuring that these laboratories maintain compliance with the CLIA
requirements. On the other hand, for those laboratories that have sustained record of
maintaining compliance, the need to have a constantly recurring onsite presence is not as
compelling. For those laboratories a self- assessment would be used between onsite
inspections.

NOTE: Due to publication of the Final Rule, CMS-2226-F (Medicare, Medicaid, and
CLIA Programs; Laboratory Requirements Relating to Quality Systems and Certain
Personnel Qualifications, 68 FR 3640), it will be necessary to conduct on-site visits to all
eligible CLIA laboratories in FY 2004 and 2005.

The “Alternative Quality Assessment Survey (AQAS),” (Form CMS-667, Exhibit 239),
is the self- assessment document designed to be used by Regional Offices (RO) and State
Agencies (SA) in nonwaived and non-accredited laboratories. The SA should reassure
the laboratory that the AQAS is a reward for exceptional performance. However, no
laboratory will receive the AQAS for two consecutive certification cycles.

The criteria for using the AQAS is based on past laboratory performance. If the
laboratory meeting the criteria below is in receipt of the AQAS and requests that an
onsite survey be performed, the RO or SA confirms whether the laboratory agrees to also
complete the form. Such laboratories can be considered part of the AQAS verification
pool. Laboratories meeting the criteria for receipt of the AQAS and that do not wish to
complete the form will be removed from the AQAS pool and be surveyed onsite. The SA
uses the AQAS when laboratories meet the following criteria:

e Have been surveyed onsite during the certification period prior to being
considered for receipt of the AQAS.

e Have zero or few minor deficiencies cited during the previous certification period.
The RO will determine what constitutes a minor deficiency in order to qualify a
laboratory for receipt of the AQAS.

e Have enrolled and satisfactorily participated, (i.e., attained a minimum
satisfactory score for each analyte, test, subspecialty, or specialty for each testing
event), in the three proficiency testing (PT) events prior to the upcoming survey.
The SA requests that the laboratory submit a copy of its PT results for the last
three PT events (See Exhibit 252, “Model Letter: to Laboratory Director to
Accompany the AQAS Instrument.”)


http://www.cms.hhs.gov/manuals/107_som/som107c09_exhibitstoc.asp
http://www.cms.hhs.gov/manuals/107_som/som107c09_exhibitstoc.asp

e Laboratories performing pathology, histocompatibility and/or cytogenetics will
not be eligible for the AQAS because of the nature and complexity of the testing
and the impact on health care. These areas will be surveyed on their biennial
schedule. Facilities that include pathology, histocompatibility and/or
cytogenetics could receive the AQAS for other specialty areas provided they meet
the criteria.

e Laboratories with substantiated complaints will not be eligible for the AQAS.

e No laboratory will receive the AQAS for two consecutive certification cycles.
Mailing the AQAS Form

Before mailing the AQAS form to eligible laboratories, the SA ensures that the
appropriate SA telephone number and contact person is included in the cover letter (the
cover letter is not part of the AQAS form). Also, the SA ensures that the SA address is
written or stamped on a label for fixing to the return envelope provided in the AQAS
form packet.

Reviewing the Completed Form

The purpose of the AQAS is to reward good performing laboratories, provide an
educational tool for laboratories to use in preparation for the next onsite CLIA survey,
and finally to be used as a mechanism to recertify laboratories. The form is designed to
be consistent with current policy for the survey process onsite that focuses on a quality
system approach for evaluating laboratories for compliance with CLIA. This approach
reflects the quality assessment requirements of the CLIA regulations which require
laboratories to develop, monitor, and evaluate the effectiveness of their policies and
procedures; identify and correct problems; assure the accurate, reliable and prompt
reporting of test results; and assure the adequacy and competency of the staff.

The SA should use demographic, personnel and test information submitted on the AQAS
form to update the current CLIA database. The RO will determine whether any changes
in the laboratory’s personnel or type, volume and location of testing since the previous
survey constitutes the need to perform a survey onsite. No question specifically flags an
automatic survey onsite.

The laboratory director or appropriate designees should answer the AQAS questions and
the laboratory director should sign the form. Along with the completed form,
laboratories must submit documentation solicited by certain questions. The AQAS form
directs the laboratory and reviewer to ensure that appropriate copies of documentation are
submitted to the SA agency. Appendix A of the AQAS form provides a summary of
those tests that a laboratory performs that are required to be enrolled in PT. Appendix B
of the AQAS provides a summary of test counting policies to assist the laboratory in
answering questions about test volume.
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In the event that a laboratory communicates deficient practice via the AQAS, the decision
to perform an onsite survey based on the completed form and supplemental
documentation is left to the RO in consultation with the SA. If the AQAS is acceptable,
the SA notifies the laboratory in writing of its recertification status.

Data M anagement

The SA notes the date the AQAS form is mailed to the facility. Because the CLIA law
requires issuance of certificates every 2-years, ODIE entry of a basic certification kit is
required for AQAS (See Appendix C of the SOM for the applicable CMS forms).

Where a prompt appears in ODIE for the AQAS form, the SA enters YES. Certificates of
compliance for the next 2-year certification period will be issued after appropriate review
of the AQAS form and documentation, payment of applicable fees, and data entry into
ODIE. The following examples provide instructions for kits involving the AQAS form
where:

AQAS responses indicate continued compliance:
e Note administrative time on Form CMS-670.

e The SA enters into ODIE the basic certification kit using the AQAS
information.

AQAS data indicates that a survey onsite is needed:
e AQAS becomes part of the pre-survey activity/history;
e The SA conducts onsite survey and enters information in usual manner;

e Survey time is entered on Form CMS-670 and may be billed as follow-up.

6114 - AQAS Verificationsand Summaries
(Rev. 1, 05-21-04)

AQAS Verification Surveys - Each RO determines the number of laboratories in its
jurisdiction that will receive the AQAS form based on the criteria described at §6112.
An approximate percentage of the total number of laboratories that receive the AQAS, as
a self- assessment, will be selected for an onsite survey for verification purposes (Refer
to the current budget call letter). AQAS verification surveys are conducted onsite after
the AQAS has been returned to the SA to substantiate the laboratory’s responses on the
form. Using the completed AQAS form as a guide, the verification process should focus
on verifying the laboratory’s responses. If during the AQAS onsite verification survey
deficiencies are noted, the SA issues a deficiency report Form CMS-2567 and solicits an
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appropriate plan of correction (PoC). Verification information cannot presently be
entered into the OSCAR system.

Selection of laboratories for verification is at the discretion of the RO and/or unless the
laboratory strongly requests that an onsite survey be performed. If the laboratories
meeting the criteria for receipt of the AQAS requests an onsite survey, the RO or SA
confirms that the laboratory agrees to also complete the AQAS. Such laboratories can be
considered part of the AQAS verification pool. Laboratories meeting the criteria for
receipt of the AQAS and do not wish to complete the form will be removed from the
AQAS pool and be surveyed onsite.

AQAS verification surveys will be announced and will be conducted within 60 days after
the AQAS is returned to the SA.

AQAS Summaries - ROs/SAs should compare the data from the AQAS received by
those laboratories selected for verification with the onsite verification data and prepare a
summary of the comparison results. The RO forwards this summary to the CO CLIA
component on an annual basis. Contact CO to obtain guidance to prepare summary.

6116 - Laboratory Refusesto Allow Survey
(Rev. 1, 05-21-04)

Section 353(g) of the PHSA permits authorized officials to make announced or
unannounced surveys of laboratories holding any type of CLIA certificate, at any time
during the laboratory’s normal hours of operation. If access is refused, the SA
documents the identity (name and title) of the individual refusing admission and the
reasons given, and submits this documentation immediately to the RO, i.e., by telephone
or telecopy. In addition, regulations at 42 CFR 1001.1301 permit the OIG to exclude a
laboratory from the CLIA program if it fails to grant immediate access upon reasonable
request. The exclusion may be in effect up to a period equal to the sum of the length of
the period during which immediate access was not granted, plus an additional 90 days.
The RO will make the referral to the OIG. (See §6270.)

6118 - During the Survey
(Rev. 1, 05-21-04)

The surveyor(s) may allow or refuse to allow laboratory personnel to accompany
surveyor(s) during certain phases of the survey. The surveyors must not allow
managerial personnel to be present during staff interviews. The SA should exercise
discretion in each case. Laboratory personnel may be helpful, answer questions, or point
out certain things of concern to the surveyors. The surveyor should use such assistance if
it is helpful to the survey and makes the process easier. Conversely, laboratory personnel
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may harass surveyor(s), argue about observed problems, and make the survey more
difficult. The surveyor should not tolerate such treatment.

6120 - Completing the Survey Report (Form CM S-1557)
(Rev. 1, 05-21-04)
The Survey Report Form (Form CMS-1557, Exhibit 12), is the vehicle for documenting

general laboratory information and is designed to facilitate electronic data entry of survey
findings.

6120A - General
(Rev. 1, 05-21-04)
Form CMS-1557 is completed at the time of the survey, and includes survey data that

must be entered into the CLIA data system. It includes information used in preparing
Statement of Deficiencies and Plan of Correction (Form CMS-2567).

6120B - Specific Itemsto Consider When Completing the Form
CMS-1557

(Rev. 1, 05-21-04)

When completing the Form CMS-1557 during the survey, surveyor should pay particular
attention to the following items.

6120B1 - Per sonnel
(Rev. 1, 05-21-04)

Prior to completing the personnel section of the Form CMS-1557, complete a Laboratory
Personnel Report (CLIA), Form CMS-209 (see Exhibit 106), that requires more detailed
information concerning the qualification of the laboratory’s personnel. Only persons
listed on a Form CMS-209 are to be included in the classification totals on the Form
CMS-1557. The surveyor reviews a sample of testing personnel qualifications to verify
the documentation on the Form CMS-209.

6120B2 - Specialties/Subspecialties
(Rev. 1, 05-21-04)

The surveyor indicates all categories where at least one test is performed in a specialty or
subspecialty, and notes additions, deletions and appropriate effective dates on the form.
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6120B3 - Deficiencies
(Rev. 1, 05-21-04)

The surveyor uses the Interpretive Guidelines during the survey and notes the tag
numbers relating to any deficiencies observed along with data and evidence supporting
the findings on the surveyor worksheet. It is important to maintain accurate notes of
observations, since the information is used to prepare a Form CMS-2567.

6120B4 - Other Forms
(Rev. 1, 05-21-04)

NOTE: Other forms (e.g., Compliance with Civil Rights Requirement and Ownership
and the information collected from The Control Interest Disclosure Statement (e.g.,
formerly Form HCFA-1513 and/or CMS-1513) may also be necessary. CMS no longer
produces the HCFA-1513, however, the State Medicaid Agencies may collect ownership
information in administering Medicaid programs.

6120B5 - Signature
(Rev. 1, 05-21-04)
All members of the survey team are required to sign the Form CMS-1557.

6122 - Credentialing of Foreign Trained Laboratory Personnel
(Rev. 1, 05-21-04)

Personnel employed in laboratories subject to CLIA that perform tests of moderate and/or
high complexity must meet specific education, training, and experience requirements.
Individuals who attended foreign schools must have an evaluation of their credentials
determining equivalency of foreign to United States education. The equivalency
evaluations may be performed by a nationally recognized organization.

Foreign academic credential evaluation organizations and their affiliates such as the
National Association Credential Evaluation Services, Inc. (NACES) and the Association
of International Credential Evaluators, Inc. (AICE)may perform the academic credential
evaluation. However, there is no limitation to the use of NACES, AICE, or any one
organization. There may also be other recognized organizations listed and available via
the Internet (See Appendix C of the SOM).

The laboratory should maintain a copy of the equivalency evaluation/determination in the
individual’s personnel folder.
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6124 - Preparation for Exit Conference
(Rev. 1, 05-21-04)

The surveyors hold a survey team meeting prior to the exit conference and come to a
consensus on the scope and severity of the deficiencies and whether the number,
character, or combination interfere with accurate and reliable laboratory test results.
Deficiencies found in more than one Condition or standard may be cumulative and
interrelated and result in general, pervasive inadequacies in determining test results.

6126 - Exit Conference
(Rev. 1, 05-21-04)

Subsequent to the pre-exit meeting held to allow team members to exchange and
formulate survey findings, the team conducts an exit conference. Its purpose is to
informally communicate the survey team’s findings, and to provide an opportunity for the
exchange of information with the laboratory. Although it is CMS’ general policy to
conduct an exit conference, the surveyor should be aware of situations that would justify
a refusal to conduct or continue an exit conference. For example:

e If counsel represents the laboratory (all participants in the exit conference should
identify themselves), the surveyor should refuse to continue the conference if the
lawyer tries to turn the exit conference into an evidentiary hearing.

e Any time the laboratory creates an environment that is hostile, intimidating, or
inconsistent with the informal and preliminary nature of an exit conference, the
surveyors should refuse to continue the exit conference.

e Ifthe laboratory wishes to audio tape the conference, it must tape the entire
meeting and provide surveyor(s) with a copy of the tape at the conclusion of the
conference. Videotaping is also permitted if it does not intimidate the surveyors
or disrupt the conference, and a copy is provided at the conclusion of the
conference. Use discretion in deciding whether to permit videotaping. (See

§2724.)

The survey team should establish and maintain control throughout the exit conference.
The survey team presents the findings but should refrain from arguing. The surveyors
should be mindful that laboratory staff are likely to react defensively to findings. The
laboratory representatives have a right to disagree with survey findings and to present
information to refute them and the team should be receptive to such disagreements. If the
laboratory representatives present information to negate any of the survey findings, the
surveyor(s) should indicate willingness to reevaluate the findings before leaving the
laboratory. If deficiencies are corrected before the completion of the survey, the
surveyor should acknowledge the corrections and explain how this situation will be
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documented. (See §6130.) The following guidelines are helpful in performing an exit
conference:

6126A - Introductory Remarks
(Rev. 1, 05-21-04)

A surveyor should introduce other members of the survey team and restate the purpose of
the survey. A surveyor expresses the team’s appreciation for anything the staff has done
to facilitate the survey and explains that the exit conference is an informal meeting to
discuss preliminary survey findings and thereby to assist the laboratory in developing an
acceptable Plan of Correction (PoC) or credible allegation of compliance. A team
member should indicate that the official findings are presented in writing on the Form
CMS-2567 and will be forwarded to the laboratory within 10 calendar days. The
laboratory must also be informed they are to return the PoC or credible allegation of
compliance in 10 calendar days.

6126B - Ground Rules
(Rev. 1, 05-21-04)

The surveyor(s) will explain how the exit conference will be conducted and how the
team’s findings will be presented, i.e., each surveyor will present his/her own findings.
A surveyor should inform the laboratory that where there are disagreements between the
team and the laboratory over the findings the laboratory will have the opportunity to
submit additional evidence after the conference.

6126C - Presentation of Findings
(Rev. 1, 05-21-04)

In presenting findings, the surveyors cite problems that clearly violate regulatory
requirements and provide an explanation to the laboratory concerning the deficiency in
specific terms (without using data tags or regulation citations) to allow the laboratory to
understand why the requirement is not met. Frequently, the explanation will imply the
action needed to correct the problem. Because there may be several possible causes for
any deficiency, it is not the surveyor’s(s’) responsibility to delve into the laboratory’s
policies and procedures to determine the root cause of the deficiency or to sift through
various alternatives to suggest an acceptable remedy. For example, if a laboratory was
cited for maintaining incomplete patient specimen records, the surveyor specifies what is
missing, not why it is missing or what process is best for ensuring that the records are
complete in the future. If asked for the regulatory basis, the surveyor provides it. The
surveyor should stick to the facts and treat requirements as equally as possible.



6126D - Closure
(Rev. 1, 05-21-04)

When the exit conference is completed, the surveyor explains the certification process to
the laboratory and informs them that a formal statement of deficiencies will be provided
within 10 days. The surveyor explains the due date for submitting a PoC and how the
rest of the certification process works.

If an immediate jeopardy situation has been identified, the surveyor explains the sig-
nificance of that finding and the need for immediate corrective action to remove the
jeopardy. In this or any other instance where adverse action is anticipated, the surveyor
explains the implications, making it clear that only compliance will stop the action. The
surveyor advises the laboratory that a revisit to verify correction of deficiencies occurs
only when the laboratory submits a credible allegation of compliance. If the laboratory
does not provide the RO/SA with a credible allegation of compliance, no revisit will be
made and the adverse action process will continue.

In an initial survey, the surveyor tells the laboratory to expect notification from CMS of
their initial approval (issuance of a certificate). For subsequent biennial surveys, the
surveyor explains that CMS issues an updated certificate reflecting any changes in
approved services.

6128 - Certification Actions Performed After Survey
(Rev. 1, 05-21-04)
The post-survey certification processes are summarized as follows:

e If extensive documentation is required for a finding of immediate jeopardy, the
surveyor should gather the necessary additional evidence.

e The surveyor completes survey documents. (see Appendix C of the SOM); and

e The Form CMS-2567 is sent to the laboratory requesting (see Exhibit 111) a PoC
or credible allegation of compliance, if appropriate. A PoC is required for all
deficiencies, except in cases of immediate jeopardy where limitations or
suspension of the certificate may be imposed prior to an opportunity for a hearing.

The SA should be prepared to modify the revisit schedule for unexpected changes or
requested changes in the laboratory’s status, or for subsequent changes in compliance
status.
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6130 - Statement of Deficiencies and Plan of Correction, Form
CM S-2567

(Rev. 1, 05-21-04)
The Form CMS-2567 serves several important functions, as follows:

e Documents that specific deficiencies were cited. If there are no citations, the
surveyors indicates this in the left-hand column of the Form CMS-2567;

e Documents the laboratory’s receipt of the deficiency notice;

e Discloses to the public the laboratory’s deficiencies and what is being done to
remedy them;

e Provides an opportunity for the laboratory to refute survey findings and to furnish
documentation that requirements are met; and

e Documents the laboratory’s plans and time frames for correcting the deficiencies.

The SA mails the laboratory a copy of the Form CMS-2567 within 10 calendar days of
completing the survey. If there are citations, the SA allows the laboratory 10 calendar
days to complete and return a PoC or credible allegation of compliance. If immediate
jeopardy is identified, the SA follows the time frames in §6282.

6130A - Statement of Deficiencies
(Rev. 1, 05-21-04)

The Form CMS-2567 can be generated using the computer program ASPEN or the multi-
page form. Direct references to regulations are shown with a corresponding D-tag, data,
tag number. In the summary statement column at the appropriate D tag number, the
surveyor includes the regulatory citation along with the description of the laboratory’s
deficient practices. The surveyor should refer to the Principles of Documentation manual
for preparing a defensible citation.

Positive findings noted on the Form CMS-1557 are not to appear on the Form
CMS-2567.

In cases where an adverse action is a possibility, the SA must obtain and maintain
thorough and comprehensive documentation to support the survey findings and
certification decisions to sustain the action in the event of a hearing or judicial review.
The SA must use all available sources of information to assist with completing the Form
CMS-2567.



6130B - Plan of Correction (PoC)
(Rev. 1, 05-21-04)

The laboratory enters its planned action to correct the deficiency and the expected
completion date opposite the appropriate data tag on Form CMS-2567. Alternatively, the
laboratory may enter its disagreement with a finding and may furnish documentation that
requirements are met. If a deficiency has been corrected since the survey, the laboratory
should indicate this on the form along with the date of correction. The plan must be
specific and time frames stated and realistic, stating exactly:

e How the deficient practice will be corrected or how it was corrected;

e What corrective action(s) have been taken for patients found to have been
affected by the deficient practice;

e How the laboratory has identified other patients having the potential to be
affected by the same deficient practice and what corrective action(s) has been
taken;

e What measure has been put into place or what systemic changes have been made
to ensure that the deficient practice does not recur; and

e How the corrective action(s) is being monitored to ensure the deficient practice
does not recur.

The laboratory director or other authorized official must sign and date the Form
CMS-2567 on which the laboratory’s PoC is written.

If the laboratory director requests additional time to develop the plan, the SA explains
that a preliminary PoC must be submitted within 10 days, as precisely as present
information permits, and that it may be followed with a more specific plan as early as
possible. The Form CMS-2567 is disclosable to the public 90 days after completing the
survey, but not to exceed 30 days following receipt of the report by the RO. Also, the SA
advises that a future contact or revisit to verify correction of deficiencies will occur only
when the laboratory makes a credible allegation that it has corrected its deficiencies.

After completing the PoC, if the Form CMS-2567 was generated using ASPEN, the SA
instructs the laboratory to retain a copy and return the original to RO/SA within 10 days
of receipt. If the multi-page CMS-2567 is used, the SA instructs the laboratory to retain
the fifth copy and return the rest to RO/SA within 10 days of receipt. If the response
attempts to refute a citation, the SA contacts the laboratory to resolve the disagreement.
If not resolved, the laboratory should put its protest in writing in a form suitable for
disclosure, but must still provide its plan and time frame for correction.



If the laboratory corrects a cited deficiency before the completion of the survey, the SA
documents the deficiency on the Form CMS-2567 and explains to the laboratory director
that when the laboratory receives the Form CMS-2567, it is to indicate the correction as
of that date.

It is not acceptable, under any circumstances, for a laboratory to allude in any way to
another laboratory or to malign an individual on a publicly disclosable Form CMS-2567.
The SA must, therefore, remove statements of this nature and must obtain an amended
PoC from the laboratory.

6130C - Review of Plan of Correction by State Agency
(Rev. 1, 05-21-04)

The SA reviews the laboratory’s PoC for appropriateness, legibility, completeness, and
timeliness. If not properly completed or there is a question about the PoC, and the SA
contacts the laboratory representative to obtain clarification or appropriate modification
of the plan. The SA retains a copy of the Form CMS-2567 in the SA’s file and associate
additional copies with the certification packet.

6130D - Modification of Plans of Correction
(Rev. 1, 05-21-04)

The laboratory may submit evidence of correction or a modified PoC to the RO/SA at
any time. The SA retains a copy of the material in the SA’s file and forwards the original
to the RO if an adverse action is pending.

6132 - Follow-Up on PoCs
(Rev. 1, 05-21-04)

6132A - Post-Survey Revisit
(Rev. 1, 05-21-04)

The SA follows-up on all citations cited in the PoC only after the laboratory makes a
credible allegation of compliance. In some cases, the citations may be of such a nature
that an electronic transmission, mail or telephone contact may suffice in lieu of an on-site
visit, e.g., the laboratory agreed to amend its written policies. An electronic
transmission, mail or telephone contact is acceptable, as long as there have been no
reason to question the validity of the reported corrections. If documentary or on-site
verification is warranted, the SA obtains appropriate verification before reporting a



citation as corrected and completes a Post-Certification Revisit Report, Form
CMS-2567B (Exhibit 8).

6132B - Post-Survey Revisit Report, Form CM S-2567B
(Rev. 1, 05-21-04)

At the time of the follow-up visit or when corrections are verifiable by electronic
transmission, telephone contact, or mail, the SA completes a Form CMS-2567B for the
deficiencies previously reported which have been corrected. On Form CMS-2567B, the
SA enters:

1. Laboratory identification information;

2. Date of the revisit or date of verification;

3. Prefix tag;

4. Corresponding regulatory reference cited on the original Form CMS-2567; and
5. Date the correction was completed.

If possible, the review is to be conducted by a member of the survey team that made the
findings. The SA has the completed form initialed by the reviewing official, and retains a
copy for the SA file. The SA enters Form CMS-2567B into the CLIA data system and if
an adverse action is in progress, forwards a copy to the RO.

If, at the time of the revisit, some deficiencies have not been corrected, the SA completes
another Form CMS-2567 summarizing the deficiencies not corrected by using the
appropriate data prefix tag number. The SA must ask the laboratory to provide a revised
PoC with a new completion date. The SA annotates under the heading “Statement of
Deficiencies and Plan of Correction,” “Summary of Deficiencies Not Corrected on a
Follow-Up Visit,” and shows the date of the revisit beneath the date of the survey.

The SA associates a copy of the revised Form CMS-2567 with the Form CMS-2567B
and retains it in the SA’s file. The SA sends a copy of the revised Form CMS-2567 and
allows the laboratory 10 calendar days to complete and return a PoC for any remaining
deficiency(ies). The SA inputs the revised data into the CLIA data system. If failure to
correct deficiencies results in the laboratory no longer being in compliance, the SA
documents the case for enforcement action.
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6132C - Notifying Responsible Parties of Continuing Deficiencies
(Rev. 1, 05-21-04)

The SA communicates directly with the director on a routine basis. The SA notifies the
owner, governing body, or other responsible parties if a director has been ineffective in
correcting deficiencies and advises the director of such actions.

6134 - Evaluation of Compliance
(Rev. 1, 05-21-04)

The CLIA requirements establish a single set of conditions and standards for all
laboratories. CLIA certification satisfies program eligibility requirements for
participation under Medicare and Medicaid programs.

During the laboratory survey, the SA compiles all information required to determine
compliance, and completes all official reports of survey findings. Survey findings under
CLIA requirements are determinations made by surveyors. When the survey reports and
a Medicare/Medicaid Certification and Transmittal (Form CMS-1539) are entered into
the CLIA database, an official determination of CLIA compliance is made. There are
three types of compliance for any laboratory:

6134A - Compliance With all CLIA Conditions With No Deficiencies
I dentified

(Rev. 1, 05-21-04)

This indicates that there are no deficiencies identified. The laboratory is sent a Form
CMS-2567 stating there are no deficiencies on the date(s) of the survey. The laboratory
director signs the Form CMS-2567 and returns the form to the SA. The laboratory is
issued the appropriate CLIA certificate and is eligible to participate in the Medicare and
Medicaid programs.

6134B - Compliance Based on an Acceptable PoC
(Rev. 1, 05-21-04)

Compliance based on an acceptable PoC reflects the findings that all applicable
Conditions are met, but there are deficiencies below the Condition level for which the
laboratory has submitted an acceptable PoC. The surveyor is certifying that the
laboratory is able to furnish test results without hazard to the health and safety of
patients. Laboratories having deficiencies must correct them within an acceptable time
frame (no later than 12 months). Compliance based on an acceptable PoC varies with
the level, nature and seriousness of the deficiencies.



In reviewing the PoC, the SA evaluates whether or not the corrective action will result in
compliance within the time frame indicated and whether that time frame is acceptable.
If the laboratory does not submit an acceptable PoC or if it fails to correct its
deficiencies, the SA/RO withdraws the laboratory’s approval to receive Medicare and
Medicaid payment and revoke its certificate, as appropriate. (See §6284.)

6134C - Noncompliance
(Rev. 1, 05-21-04)

In situations where it is determined that a laboratory has failed to comply with one or
more CLIA conditions, the SA certifies noncompliance to the RO by submitting a Form
CMS-1539 (Code Item 4 as 9-Other), and recommends a sanction action. (See §6262.)
When certifying noncompliance, the SA enters the survey findings into the CLIA
database and sends a hardcopy of the Form CMS-2567 to the RO. After reviewing the
Form CMS-2567, the RO makes a final determination of noncompliance and enters the
final determination into the CLIA data system.

6136 - ComplaintsInvolving Laboratories
(Rev. 1, 05-21-04)

This section has been moved to Chapter 5.

6138 - Retention of CLIA Certification Records
(Rev. 1, 05-21-04)

Essential data from all CLIA forms can be captured electronically in CMS’ mainframe
data system, which will maintain these data for three years following the year in which
the record is created, pursuant to Subpart R of the Federal Acquisition Regulations
(incorporated by reference in Article XII.A of the §1864 agreement). The 1864
agreement and Subpart R do not preclude limiting data captured to “essential” elements.
For example, the deficiency codes and correction dates from the Form CMS-2567 are
essential, but the narrative description of deficiencies or corrections are not.

Article XII.A of the §1864 agreement requires retention of survey and certification
records for three years following the year in which the record is created. This provision
permits retention of the records in electronic form. However, where State law requires
retention of records for a longer period or in specific formats, State law is controlling.

The following sections specify record retention requirements for different compliance
situations:
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6138A - No Deficiencies Cited
(Rev. 1, 05-21-04)

Upon completion of a survey in which no deficiencies are cited, the SA enters all
applicable CLIA survey forms (see Appendix C of the SOM) into the CMS data system.

6138B - Deficiencies Cited
(Rev. 1, 05-21-04)

Upon completion of a survey where deficiencies are cited, the SA enters all forms into
the data system as required above. In addition, the SA forwards a hardcopy of the Form
CMS-2567 to the RO when certifying noncompliance and retains the above forms in
hardcopy form until all corrections specified on a PoC are completed, or if an adverse
action is initiated, upon exhaustion of the CLIA/Medicare appeals process.

6138C - Exception
(Rev. 1, 05-21-04)

The SA retains a hard copy of the Laboratory Personnel Report (CLIA) (see Form
CMS-209) until updated or revised at the next survey to prevent evaluation of the same
personnel on two consecutive surveys as part of the survey sample of personnel.

6139 - Media Representatives Referred by the CM S Press Office
(Rev. 1, 05-21-04)

The CMS Press office has primary responsibility for media liaison; however, there may
be occasional instances when the Press Office refers a media representative to a CLIA
program representative. The following policy statement is provided for your reference if
the media representative’s inquiry is related to individually identifiable health
information.

CLIA program representatives are pleased to discuss the CLIA
requirements with media representatives referred by the CMS Press
Office. It is the policy of CMS, however, not to comment on the health
information of an individual, including laboratory test results, or the
impact of a laboratory’s services on the treatment or health outcome of a
specific individual.
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Sample Validation Surveysof Accredited Laboratories

6150 - Background - CM S Approval of Accreditation Organizations
(Rev. 1, 05-21-04)

Section 353(e) of the PHSA permits the Secretary to approve private nonprofit ac-
creditation organizations and thereby determine that laboratories accredited by the
approved accreditation organization are deemed to meet CLIA requirements. An
accreditation organization may be approved for a maximum of six years and must re-
apply for each succeeding approval. When CMS approves an accreditation organization,
a notice is published in the “Federal Register” stating the name of the organization, the
specialties and subspecialties for which it is approved, and the basis for the approval of
that accreditation organization. Ifit is later determined that the accreditation
organization no longer meets the applicable requirements set forth in 42 CFR Part 493,
Subpart E of the regulations, CMS will publish a notice in the “Federal Register”
containing a justification of the basis for removing deeming authority from an
accreditation organization.

The approved organizations are:
e American Association of Blood Banks (AABB),
e American Osteopathic Association (AOA),
e American Society of Histocompatibility and Immunogenetics (ASHI),
e COLA,
e C(College of American Pathologists (CAP), and

e Joint Commission on Accreditation of Healthcare Organizations (JCAHO).

6151 - Accredited Laboratories - Deemed Status
(Rev. 1, 05-21-04)

An accredited laboratory is a laboratory that has voluntarily applied for and been
accredited by a private, nonprofit accreditation organization approved by CMS. An
accredited laboratory will be deemed to meet CLIA conditions if the laboratory
authorizes the accreditation organization to submit to CMS, the SA or other CMS agent
records or other information CMS requires, and permits surveys as required by CMS
regulations. A laboratory deemed to meet the CLIA requirements by virtue of its
accreditation must also successfully participate in a CMS-approved PT program.
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6152 - Accreditation Validation Surveys - Citations and General
Description

(Rev. 1, 05-21-04)

The statutory basis for validation surveys of accredited laboratories is found in
§353(e)(2)(D) of the PHSA. This section requires the Secretary to evaluate and report to
Congress annually on the performance of each approved accreditation organization.

Further, it requires the Secretary to evaluate the performance of each organization by:

o Surveying a sufficient number of laboratories accredited by the organization to
allow a reasonable estimate of performance by the organization, and

e Using such other means as the Secretary determines appropriate.

Regulations authorizing such surveys are found at 42 CFR Part 493, Subpart E,
Accreditation by a Private, Nonprofit Accreditation Organization or Exemption under
Approved State Laboratory Programs. Section 493.563(a) provides that validation
surveys may be conducted on a representative sample basis, (sample validation survey)
or in response to a substantial allegation of noncompliance (complaint). The SA
performs all validation surveys of accredited laboratories except accredited federal
laboratories, which are performed by the RO. The SA and RO conduct the validation
surveys according to established procedures for certification surveys of non-accredited
laboratories (see Appendix C of the SOM) in order to assure a fair basis for comparing
the effectiveness of the accreditation organizations’ programs. Validation surveys cover
all CLIA conditions in the specialties and subspecialties for which the organization is
approved. Sample validation surveys are performed no later than 90 days after the
accreditation organization’s inspection. As part of the validation review process, CMS
may conduct onsite visits at the accreditation organization’s headquarters to verify
administrative integrity.

6154 - Objective of Validation Surveysof Accredited Laboratories
(Rev. 1, 05-21-04)

The Validation program is designed to evaluate the premise that a laboratory that
receives accreditation is in fact meeting CLIA requirements. By comparing the CLIA
findings on each validation survey to the organization’s inspection results, calculating the
disparity rate as prescribed by the regulations, and reporting the results to Congress
annually, CO fulfills the statutory responsibility. The results of the validation surveys
provide:

e On a laboratory-specific basis, insight into the effectiveness of the accreditation
organization’s program, and


http://www.cms.hhs.gov/regulations/
http://www.cms.hhs.gov/manuals/107_som/som107_appendixtoc.asp

o In the aggregate, an indication of the organization’s capability to assure
laboratory performance equal to or more stringent than that required by CLIA.

6156 - Selection of Samplefor Validation Surveys of Accredited
L aboratories

(Rev. 1, 05-21-04)

The number and criteria for selecting the sample of laboratories for validation surveys are
performed in laboratories selected for the representative sample. A complaint
investigation of an accredited laboratory can also be counted toward the validation target.
(See Section D below).

6156A - Number of Validation Surveys
(Rev. 1, 05-21-04)

Each fiscal year the number of validation surveys to be performed is specified in the
annual budget. Monies are allocated proportionately in the SA budgets for this purpose.

6156B - Criteriafor Selection - Laboratories Accredited by COLA,
CAP, and JCAHO

(Rev. 1, 05-21-04)

CO periodically forwards the COLA, CAP and JCAHO inspection schedules to each RO,
usually on a quarterly basis. The RO, with SA input about travel schedules and other
administrative matters, selects laboratories to receive validation surveys using the
following criteria:

o Select from small, medium and large volume laboratories that encompass, to the
extent possible (in whole or in part), the entire range of specialty and subspecialty
testing;

o Select laboratories that are geographically dispersed and generally proportionate
to the number of laboratories located in urban and rural areas; and

e Avoid the over-selection of laboratories with common ownership or laboratories
from the same accreditation organization. To the extent possible, select from

each organization roughly proportionate to the entire universe of accredited
laboratories -- approximately 45-50% COLA, 25-30% CAP and 25% JCAHO.



6156C - Selection of Laboratories Accredited by AABB, AOA and ASHI
(Rev. 1, 05-21-04)

Due to the limited number of laboratories using their AABB, AOA, or ASHI
accreditation for CLIA purposes, relatively few validation surveys are performed for
these organizations. Consequently, not all RO’s will oversee validation surveys for these
accreditation organizations in a given year. Accordingly, CO provides direction and
coordinates the selection of these laboratories for validation survey, rotating them for
geographical dispersion as much as possible.

6156D - Complaint Investigations Accepted for Validation Survey
Target

(Rev. 1, 05-21-04)

A complaint investigation can be counted towards the validation survey target specified
in the annual budget call letter if it meets the following criteria:

o Conducted no later than 90 days after the accreditation inspection; and

o Covers the entire laboratory, even if the complaint is limited to particular areas or
practices of the laboratory.

Complaint investigations that meet the above criteria are included in the pool for
validation review by CO. (See Chapter 5 for additional information )

NOTE: Complaint surveys of laboratories’ practices in Cytology, which are performed
by outside contractors, are not counted toward the validation survey target or included in
the validation review. In the contractor surveys, the time frame is expanded, slides are
reviewed and the survey process is much more detailed. Those surveys would not serve
as a fair basis for evaluating the effectiveness of the accreditation organization.

6158 - Preparing for Validation Surveys of Accredited Laboratories
(Rev. 1, 05-21-04)

A validation survey is initiated when the RO sends the SA a Request for Validation
Survey of Laboratory, Form CMS-2802A (Exhibit 242). When scheduling the survey,
the SA verifies the accreditation organization’s inspection date to ensure that the
validation survey takes place no later than 90 days after the inspection. If the survey
cannot be performed, the SA should notify the RO immediately. Validation surveys may
be performed simultaneously with accreditation organization inspections. (See §§6226-
6228 for pre-survey arrangements and simultaneous survey procedures.)
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Validation surveys are typically announced (See §6106). The SA must ascertain the
hours when testing is conducted in the laboratory to assure that the survey is conducted at
a time when the laboratory is normally functioning.

The SA will assign laboratory surveyors who normally conduct surveys of non-
accredited laboratories. In States with more than one laboratory surveyor, the SA rotates
the validation survey assignments among all surveyors, whenever possible.

Within budgetary constraints and whenever possible, the SA coordinates validation
surveys with other provider/supplier types. The SA also communicates to the appropriate
Medicare/Medicaid certifying component in the SA or RO any Condition-level
noncompliance or adverse actions resulting from validation surveys.

At its discretion, the RO may plan to accompany the SA on validation survey in order to
assist in the survey or to monitor consistency in the validation survey process.

6162 - Accredited Laboratory’s Refusal to Permit a Validation Survey
(Rev. 1, 05-21-04)

If a laboratory selected for survey fails to comply with the validation survey procedures,
the RO notifies the laboratory, by letter, that it will be subject to full review and survey,
and that the laboratory is subject to suspension and revocation of its CLIA certificate of
accreditation. The RO will send a copy of the letter to the accreditation organization, SA
and CO. An accredited laboratory will be considered deemed to meet the CLIA
Conditions when:

e [t withdraws any prior refusal to authorize its accreditation organization to release
a copy of the laboratory’s current accreditation survey, PT results, or notification
of any adverse actions resulting from PT failure;

e [t withdraws any prior refusal to allow a validation survey; and

e CMS finds that the laboratory meets all the CLIA conditions.

6164 - Conducting Validation Surveys of Accredited Laboratories
(Rev. 1, 05-21-04)

The SA performs validation surveys according to established survey procedures. (See
Appendix C.) The surveyor refrains from reviewing any inspection results of the
accreditation organization that may be available on site until the validation survey is
completed, so that compliance status is independently determined. In that manner, a fair
basis will be maintained for evaluating the effectiveness of the accreditation organization.
In instances where the survey is conducted by more than one CLIA surveyor, all team
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members should participate in the entrance and exit conferences, if they individually
cannot be on site for the entire survey.

6164A - SA Responsibilities

(Rev

.1, 05-21-04)

Upon receipt of Form CMS-2802A (Exhibit 107) from the RO, scheduling
validation survey(s) to take place no later than 90 days after the accreditation
organization’s survey;

Assignment of surveyors on rotating basis to perform the validation survey, as
available;

Performance of the validation survey (complete survey of all specialties per
certificate) using the same survey process and the same objectivity as in a survey

of a non-accredited laboratory;

Performance of an exit conference which outlines the survey findings and informs
the laboratory of any follow-up actions or correspondence

Upon completion of the survey forwards the validation survey package to the RO:

o Form CMS-2802A - Request for Validation Survey of Accredited
Laboratories;

o Form CMS-1539 - Certification and Transmittal;

o Form CMS-1557 - Survey Report Form;

o Form CMS-209 - Laboratory Personnel Report;

o Form CMS-2567 - Statement of Deficiencies and Plan of Correction; and

Form CMS-670 - Survey Team Composition and Workload Report.

o o

Include the following forms, when applicable:

o Form CMS-282 - Blood Bank Inspection Checklist and Report,
o Form CMS-2567B - Post-Certification Revisit Report,

o Form CMS-462A/B - CLIA Adverse Action Extract,
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o Form CMS-855 - Provider Enrollment Form; and
o *Form CMS-1513 - Ownership and Control Interest Disclosure Statement.
*NOTE: CMS no longer produces the Ownership and Control Interest Disclosure

Statement form (Form HCFA-1513 or CMS-1513). However, the State Medicaid
Agencies may collect ownership information in administering Medicaid programs.

6164B - Discrepancy With CLIA Data Information
(Rev. 1, 05-21-04)

If, during the course of a validation survey in an accredited laboratory, the laboratory is
found to be performing more or less tests and/or specialties than reflected in the CLIA
database, i.e., the laboratory is in a higher or lower schedule, the discrepancy must be
corrected. (See Appendix C of the SOM)

The SA completes the Form CMS-1557, reflecting all changes, including the true volume
of testing being performed. The laboratory director or designee must sign or initial the

forms(s). A notation is made on the new Form CMS-116, if used, clearly indicating if it
is for test volume change only. The SA enters the corrected data into the CLIA database.

6166 - Results of Validation Surveys of Accredited Laboratories
(Rev. 1, 05-21-04)

6166A - Condition-L evel Deficiencies With Immediate Jeopar dy
(Rev. 1, 05-21-04)

6166A1 - The SA

(Rev. 1, 05-21-04)

e At the exit conference informs the laboratory of its noncompliance status; its
recommendation to the RO that the laboratory no longer meets the CLIA
Condition-level requirements by virtue of accreditation; and that the laboratory is
subject to the same enforcement actions as non-accredited laboratories;

e Prepares a Statement of Deficiencies, Form CMS-2567, and/or clearly documents
the nature of the jeopardy and immediately (within 2 days) notifies the RO with

the recommended action. The SA does not leave the Form CMS-2567 with the
laboratory at the time of the exit conference.
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e Within 3 working days of the last day of survey, forwards the validation survey
certification package to the RO. (See §6164.)

6166A2 - The RO
(Rev. 1, 05-21-04)

NOTE: For accredited laboratories, the RO rather than the SA is responsible for
processing the enforcement actions listed in §6282 and §6284.

e Receives the SA recommendations and determines the appropriate actions
according to the policies outlined in §6282. The RO initiates immediate action to
suspend or limit the laboratory’s certificate of accreditation, and may also impose
one or more alternative sanctions as necessary to encourage compliance.

e Notifies the laboratory of the immediate jeopardy situation by overnight mail or
facsimile (followed up by mail) and of the actions being initiated (Exhibit 237). A
copy of this communication is sent to the SA, CO, and the applicable accrediting
organization. (Call CLIA component at CO for current contact and address.)

e On or before the 23rd day, the RO assures that the immediate jeopardy has been
removed and follows procedures for Condition-level deficiencies with no
immediate jeopardy. If the immediate jeopardy has not been removed, the RO
follows the procedure for immediate jeopardy enforcement actions in §6282.

e Sends copies of selected documents and correspondence to CO for performing the
validation review. (See §6170.)

6166B - Condition-L evel Deficiencies With No Immediate Jeopar dy
(Rev. 1, 05-21-04)

6166B1 - The SA

(Rev. 1, 05-21-04)

o At the exit conference, informs the laboratory of its Condition-level
noncompliance status and its recommendation to the RO that the laboratory no
longer meets the applicable CLIA Condition-level requirements by virtue of
accreditation. The laboratory is advised that it retains its CLIA certificate of
accreditation at this point, however, it becomes subject to the same requirements
and same enforcement procedures applied to non-accredited laboratories found
out of compliance and the laboratory is monitored until it achieves Condition-
level compliance or until its certificate of accreditation is revoked.
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e Explains that the Form CMS-2567 will be sent by the RO to the laboratory in
approximately 10 days. A plan of correction is due within 10 days of receiving
the Form CMS-2567. Also explains that the accreditation organization will
receive copies of all correspondence to the laboratory and that the laboratory may
wish to consult with the organization regarding its efforts to correct the
deficiencies.

e Prepares a Form CMS-2567 and forwards the validation survey certification
package to the RO within 10 working days from the last day of survey. (See
§6164, “Conducting Sample Validation Surveys of Accredited Laboratories.”)

6166B2 - The RO
(Rev. 1, 05-21-04)

e Routinely copies all correspondence with the laboratory to the SA and the
accreditation organization.

e Receives the SA recommendations and determines the appropriate actions to take,
according to the policies outlined in §6282.

e Within approximately 10 days of the validation survey date notifies the laboratory
that it is out of Condition-level compliance and that it is no longer deemed to
meet the CLIA conditions by virtue of its accreditation.

e Requests the laboratory to submit a plan of correction within 10 days of receiving
the letter and informs the laboratory that there will be follow-up with the
laboratory to determine whether Condition-level compliance has been achieved
(Exhibit 238).

e After consulting with the SA, as appropriate, determines if the laboratory’s
response constitutes a credible allegation of compliance. Documents that verify
corrective action may include, but are not limited to, the following: verification of
proficiency testing enrollment, personnel qualifications, and quality assessment
activities.

e If, in 45 days of the laboratory’s receipt of the letter, the RO has not received
acceptable evidence of correction, or the RO has determined that the laboratory
has failed to provide a credible allegation of compliance, the RO follows the
established enforcement actions.(See §6284.)

e If, in 45 days, the RO has received acceptable evidence of correction and the RO
has determined the laboratory provided a credible allegation of compliance, the
RO notifies the laboratory that it continues to meet CLIA Condition-level
requirements by virtue of its accreditation.
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Sends copies of selected documents and correspondence to CO for performing the
validation review. (See §6170.)

6166C - No Condition-L evel Deficiencies Found at the Time of Survey

(Rev. 1, 05-21-04)

6166C1 - The SA

(Rev. 1, 05-21-04)

At the exit conference, informs the laboratory that it is in Condition-level
compliance.

If standard-level deficiencies were cited, informs the laboratory that it will receive
a Form CMS-2567, which is subject to public disclosure within 90 days of the
survey. While not required to complete the plan of correction, the laboratory may
wish to submit it for the record.

Explains to the laboratory that the accreditation organization will receive a copy
of the Form CMS-2567 and the correspondence.

Prepares a Form CMS-2567 and forwards the validation survey certification
package to the RO within 10 working days of the last day of survey. (See §6164.)

6166C2 - The RO

(Rev. 1, 05-21-04)

Notifies the laboratory in writing that the accrediting organization may contact it
concerning the correction of deficiencies below the condition level (Exhibit 225);

Copies all correspondence with the laboratory to the SA and accrediting
organization.

Sends copies of selected documents and correspondence to CO for performing the
validation review. (See §6170.)
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6170 - Forwarding Completed Validation Survey Information to CO
(Rev. 1, 05-21-04)
When the validation survey of an accredited laboratory and the follow-up activities have
been completed, the RO will forward the following forms and other survey information
to the CO CLIA component for use in the annual validation review:

e Form CMS-2802A;

e Form CMS-1557;

e Form CMS-2567 - include PoC for Condition-level deficiencies;

e Form CMS-2567 completed for revisits, if any; and

e Copies of all correspondence to the laboratory related to the validation survey
such as compliance determination, follow-up regarding corrections, etc.

6172 - Notification Requirements of Approved Accreditation
Organizations

(Rev. 1, 05-21-04)

Responsibilities of each approved accreditation organization include notifying CMS, on
an ongoing basis, when certain situations occur. This information must be communicated
in writing by the accreditation organizations within a specific time frame as required by
the regulations and include the laboratory name, CLIA number, deficiencies identified, if
applicable, and dates of identification or of any actions taken. The RO will record the
date of receipt of the accreditation organization’s notification.

The following describes those situations that should be communicated to the RO:

e Immediate jeopardy situations (within 10 days);

e Newly accredited laboratories using the accreditation organization’s program for
CLIA compliance, including specialty and subspecialty information (within 30
days);

e Data related to unsuccessful PT performance and actions taken (within 30 days);

e Any adverse actions taken by the organization, i.e., denial, temporary loss,

suspension, or withdrawal of accreditation, limitation of specialty/subspecialty,
etc. (within 30 days); and



e Revisions in specialty/subspecialty testing (additions or deletions) in existing
accredited laboratories using the accreditation organization for CLIA purposes
(within 30 days).

Information relative to laboratories whose accreditation has been withdrawn or revoked
will be helpful when assembling information for the annual laboratory registry. In
addition, it may be used as a basis for a complaint or validation survey, as appropriate.

When accreditation has been removed from a facility, it then comes under CMS’
jurisdiction for CLIA purposes. The other mechanism by which a laboratory is no longer
deemed to meet the CLIA requirements is when the RO removes the certificate of
accreditation due to Condition-level noncompliance that has not been corrected.

6174 - Basisfor Validation Surveys of Accredited Laboratoriesin
Response to Substantial Allegations of Noncompliance

(Rev. 1, 05-21-04)

The statutory basis for validation surveys of accredited laboratories in response to
substantial allegations of noncompliance is found in §353(e)(2)(D) of the PHSA.
Regulations authorizing such surveys are found at 42 CFR, Part 493, Subpart E. Title 42
CFR 493.563 provides that validation surveys may be conducted in response to a
substantial allegation of noncompliance. Complaints can be received in person, by
telephone, through written correspondence, from newspaper or magazine articles or other
sources. A substantial allegation of noncompliance, which is defined in 42 CFR 493.2 of
the regulations, has two elements:

e Harmful or potentially harmful impact on the health and safety of the general
public or the individuals served by the laboratory; and

e Raises doubt as to the laboratory’s compliance with one or more CLIA
conditions.

For the handling of complaints against accredited laboratories see Chapter 5.
6176 - RO Direction of Accredited Laboratory Complaint Investigation
(Rev. 1, 05-21-04)

This section has been moved to Chapter 5.
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6178 - Conducting Complaint Validation Survey of an Accredited L aboratory
(Rev. 1, 05-21-04)

This section has been moved to Chapter 5.

6180 - Forwar ding I nvestigation Report to RO

(Rev. 1, 05-21-04)

This section has been moved to Chapter 5.

6182 - Accredited Laboratory Found in Compliance Following a Complaint Survey
(Rev. 1, 05-21-04)

This section has been moved to Chapter 5.

6184 - Accredited Laboratory Found Not in Compliance Following a Complaint
Survey

(Rev. 1, 05-21-04)

This section has been moved to Chapter 5.
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Sample Validation Surveysof CLIA-Exempt Laboratories

6200 - CM S Approval of State Laboratory Licensure Programs
Citations and General Description

(Rev. 1, 05-21-04)

Section 353(p) of the PHSA permits the Secretary to exempt from CLIA all laboratories
in any State that has demonstrated that its licensure laws or regulations related to
laboratory requirements are equal to or more stringent than those requirements imposed
by CLIA. The 42 CFR Part 493, Subpart E of the regulations, permits CMS to approve or
remove approval from specific State laboratory programs dependent upon specific
criteria met. When CMS approves a State laboratory program, a notice is published in
the “Federal Register,” indicating the State for which an approval was granted, and the
rationale for the decision. An approved State laboratory program may be exempt for a
maximum of six years; the State must re-apply for each approval period. During the
approval period, all laboratories in that State that are subject to the approved licensure
program are exempt from the CLIA requirements. A partial CLIA exemption may be
granted to an approved laboratory licensure program in a State that does not license all of
its facilities performing laboratory testing. If a State does not have a universal, all-
inclusive licensure law, laboratories licensed by the State are exempt from the CLIA
requirements, and laboratories not licensed by the State remain under CLIA jurisdiction.

6202 - Validation Surveys of CLIA-Exempt Laboratories - Citations
and Objectives

(Rev. 1, 05-21-04)

Regulations authorizing validation surveys are found at 42CFR Part 493, Subpart E,
“Accreditation By a Private, Nonprofit Accreditation Organization or Exemption Under
an Approved State Laboratory Program.” Title 42 CFR 493.563(b) and (c), respectively,
provide that validation surveys will be conducted on a representative sample basis or in
response to a substantial allegation of noncompliance

The RO conducts CLIA-exempt laboratory validation surveys to ensure that laboratories
under the jurisdiction of the approved State laboratory program are continually meeting
requirements equal to or more stringent than the CLIA requirements. The results of the
surveys provide:

e On a laboratory-specific basis, insight into the effectiveness of the State
program’s standards and licensure process; and

e In the aggregate, an indication of the State program’s capability to assure
laboratory performance equal to or more stringent than that required by CLIA.
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The results of the validation surveys are used to validate the appropriateness of the
exemption of the State’s laboratories from the CLIA program requirements. (See §6216
“Evaluation of Approved State Licensure Program.”)

6204 - Number and Criteriafor Selection of CLIA-Exempt Laboratories
for Validation Surveys

(Rev. 1, 05-21-04)
6204A - Number of Validation Surveys
(Rev. 1, 05-21-04)

The number of CLIA-exempt laboratories to be validated is approximately 5 percent of
State-licensed laboratories. (Refer to the annual budget call letter.)

6204B - Selection of Validation Surveys

(Rev. 1, 05-21-04)

The RO obtains the laboratory licensure survey schedule from the SA and verifies the
date that the approved State completed the inspection, so that the validation survey can
be conducted no later than 90 days after the State licensure inspection. The RO selects
the sample of laboratories to be validated using the criteria listed below. The RO selects

laboratories based on the following criteria:

e Select from small, medium, and large laboratories, to the extent possible (in
whole or in part), the entire range of specialty and subspecialty testing;

e Select laboratories that are geographically dispersed;
e Avoid the over-selection of laboratories with common ownership; and
o At the request of CO, for administrative purposes.

6206 - Preparing for Sample Validation Survey of CLIA-Exempt
L aboratories

(Rev. 1, 05-21-04)
Validation surveys are typically announced. RO laboratory surveyors should conduct

validation surveys, to the extent possible, on a rotating basis so that no one surveyor
conducts all the validation surveys.



The RO completes the survey in approximately the same time frame required for a
laboratory of similar size and complexity undergoing a CLIA certification survey. To
permit an independent compliance decision, the RO does not obtain a copy of the
licensure survey findings until the validation survey is completed.

If a laboratory representative refuses to permit a validation survey, the RO requests the
State to explain the protocol to the laboratory. If the laboratory still refuses, request the
State to take enforcement action under their licensure program.

6208 - Conducting Validation Surveysof CLIA Exempt Laboratories
(Rev. 1, 05-21-04)

The RO has direct responsibility for the entire validation survey process for CLIA-
exempt laboratories, unless CO utilizes a CMS designated contractor, e.g., survey of
cytology. The RO surveyor conducts the survey according to established procedures for
certification surveys (See Appendix C of the SOM). If there is more than one Federal
surveyor, all attend the entrance and exit conferences, if they cannot be on site for the
entire duration of the survey. The validation survey may be conducted simultaneously
with the State licensure inspection, however, the RO surveyor makes an independent
CLIA compliance determination and completes all necessary documentation and survey
forms. At the exit conference the RO surveyor informs the laboratory of any Condition-
level findings and the CLIA compliance determination.

NOTE: Some laboratories in a State’s approved laboratory licensure program may be
accredited. A CLIA-exempt State may recognize a CMS-approved accreditation program
in lieu of State licensure. If so, a laboratory accredited by an approved accreditation
organization may be subject to validation by the SA in its own validation program in the
same manner as an accredited laboratory (non CLIA-exempt ) is subject to a CLIA
validation survey. In that case, the State uses State licensure requirements to validate the
accredited laboratory. At the RO’s discretion, the RO may accompany the State on these
surveys.
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6210 - Results of the CLIA-Exempt Validation Survey - RO and SA
Responsibilities

(Rev. 1, 05-21-04)
6210A - Condition-L evel Deficiencies With Immediate Jeopar dy
(Rev. 1, 05-21-04)

If the deficiencies identified are Condition-level and pose immediate jeopardy to the
health and safety of individuals served by the laboratory or that of the general public:

6210A1- TheRO
(Rev. 1, 05-21-04)

e At the exit conference, informs the laboratory of its Condition-level
noncompliance status, explains to the laboratory that it does not meet the CLIA
Condition-level requirements and is subject to sanctions imposed by the State
program.

NOTE: If onsite simultaneously with the State inspection, assures that the
laboratory is fully aware of the deficiencies that pose immediate jeopardy and is
subject to State sanctions;

e Within two days of the survey, sends to the State program a notification of
determination (letter) that clearly explains the nature of the jeopardy, and directs
the State to take appropriate action under its approved licensure program. A
Form CMS-2567 with summary of the findings is an enclosure with the
notification of determination. Sends to the laboratory a copy of the letter,
including the Form CMS-2567 enclosure.

6210A2 - The State Program
(Rev. 1, 05-21-04)
e Takes the appropriate enforcement actions based on the enforcement policies of

it’s approved licensure program. Within 10 days of the survey, notifies the RO of
the action taken.



6210A3 - The RO

(Rev. 1, 05-21-04)

Follows up with the State within approximately 15 days if not notified of the
action taken or notified that the jeopardy situation has been corrected. If the State
program is unwilling or unable to take enforcement action appropriate (as
determined by the RO) to the scope and severity of the jeopardy situation, the RO
refers the case to the RO of the General Counsel and requests that a suit be filed
in the United States District Court for the district in which the laboratory is
located to enjoin continuation of the specific activity that is causing hazard or to
enjoin the continued operation of the laboratory (See Exhibits 229 - 230) or the
RO may request CO to either contact the State or attempt other resolution to
eliminate the jeopardy. As a last resort CO may consider immediate suspension
of approval or withdrawal of approval (upon coordination with General Counsel)
as an appropriate action to eliminate the imminent harm to individuals served by
the laboratory. (See 42 CFR 493.557(b)(13), 493.575(h)(2) and 493.575(3)(2).)

6210B - Condition-L evel Deficiencies With No Immediate Jeopar dy

(Rev. 1, 05-21-04)

6210B1 - The RO

(Rev. 1, 05-21-04)

*

At the exit conference informs the laboratory of its Condition-level
noncompliance and explains to the laboratory that it does not meet the CLIA
Condition-level requirements and is subject to sanctions and follow-up by the
State program;

NOTE: If onsite simultaneously with the State licensure inspection, assures that
the laboratory is fully aware of the Condition-level deficiencies and follow-up by
the State.

Within 10 days of completing the survey, sends to the State a notification of
determination (letter) that explains the Condition-level deficiencies and directs
the State to take appropriate action under its approved licensure program. A Form
CMS-2567 with summary of the findings is an enclosure with the notification
letter. Sends to the laboratory a copy of the letter, including the Form
CMS-2567 enclosure (See Exhibits 231 - 232.)
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6210B2 - The State Program

(Rev. 1, 05-21-04)

*

Takes the appropriate enforcement actions based on the policies of its licensure
program. Within 30 days, the State program notifies the RO of the action taken.

6210B3 - The RO

(Rev. 1, 05-21-04)

Notifies the laboratory and the State program of the laboratory’s compliance
status. If the State has not taken appropriate enforcement action, (as determined
by the RO) and/or the Condition-level noncompliance remains, the RO may seek
a temporary injunction or restraining order against the continuation of that
activity by the laboratory.

6210C - Deficiencies Found Below the Condition-L evel

(Rev. 1, 05-21-04)

6210C1 - TheRO

(Rev. 1, 05-21-04)

At the exit conference, informs the laboratory that it is in Condition-level
compliance with the CLIA requirements, but that standard level deficiencies are
identified.

Prepares a Form CMS-2567 and notifies the laboratory (see Exhibit 243) and the
State program (see Exhibit 244) within 10 days of the findings and of State
follow-up. The laboratory is encouraged to submit a plan of correction since the
Form CMS-2567 will be made available to the public in accordance with the
Federal Freedom of Information Act (FOIA) disclosure provisions and can be
publicly disclosed within 90 days of the survey. The plan of correction is not,
however, required since the laboratory’s State licensure status is recognized in
light of its Condition-level compliance with the CLIA regulations.

6210C2 - The State Program

(Rev. 1, 05-21-04)

Monitors the correction of the cited deficiencies based on the policies of its
licensure program.
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6212 - Onsite Visit to State Laboratory Program
(Rev. 1, 05-21-04)
Title 42 CFR 493.563 (d)(2) allows CMS to conduct visits to the State’s laboratory
program offices and operations. The purpose of the visits is to gather information about
the State laboratory licensure program operations, including any verifications needed
about the representations made by the State in their application for CLIA exemption.
Additionally, the RO may assess the State’s compliance with its own policies and
procedures as approved by CMS.
An onsite visit may include, but is not limited to, an evaluation of the following:

e Survey workload;

e Enforcement activities;

¢ Complaint management;

e Validation surveys of accredited facilities;

e Surveyor competency;

e Surveyor training and continuing education;

¢ Proficiency testing monitoring;

e Internal quality improvement activities; and

¢ Financial management.
Data may be gathered through employee interviews, documentation review, meeting
attendance, or other means. Refusal by the State to allow an onsite visit or poor

performance in the management of the above activities may jeopardize the renewal of a
State’s CLIA exemption.

6214 - Processing Validation Survey Records
(Rev. 1, 05-21-04)

The RO inputs the survey information into the OSCAR system within 45 days of
completing the survey. The applicable documents should be completed and processed

(see Appendix C).
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6216 - Evaluation of Approved State Licensure Program
(Rev. 1, 05-21-04)

The RO not only performs the validation surveys as described above, but also prepares
and forwards to CO an annual evaluation of the State’s licensure program operations.
The report includes a comparison of the State program’s findings with validation survey
findings at the Condition-level. It also includes summary information about the State’s
laboratory universe, adverse actions, complaints, surveyor staffing, proficiency testing
review, financial resources and any other information pertinent to the ongoing
acceptability of the program exemption as an alternative to CLIA survey and certification
activities.

6218 - Notification Responsibilities of Approved State Licensure
Program

(Rev. 1, 05-21-04)

Responsibilities of each approved State laboratory licensure program include notifying
CMS, on an ongoing basis, when certain situations occur. This information must be
communicated in writing by the State program within a specific time frame (specified
below). Include the laboratory name, CLIA number, deficiencies identified, if
applicable, and dates of identification or of any actions taken. The RO records the date
of the State’s notification of the information.

The following describes those situations that the approved State program communicates
to the RO:

1. Immediate jeopardy situations (within 10 days);

2. Newly licensed laboratories, including specialty and subspecialty information
(within 30 days);

3. Data related to unsuccessful PT performance and actions taken (within 30 days);

4. Any sanctions taken by the State i.e., denial, withdrawal, or revocation of State
licensure, limitation of specialty/subspecialty, etc. (within 30 days); and

5. Revision in specialty/subspecialty testing (additions, deletions) in existing CLIA-
exempt laboratories (within 30 days).

Information relative to laboratories whose licensure has been withdrawn or revoked will
be helpful when the RO assembles information for the annual laboratory registry and for
use in the evaluation report of the State’s operations.



6220 - CLIA-Exempt Laboratory Complaint Investigations - General
(Rev. 1, 05-21-04)

This section has been moved to Chapter 5.

6222 - Review of CLI1A-Exempt Laboratory Complaints

(Rev. 1, 05-21-04)

This section has been moved to Chapter 5.

6224 - Conducting Complaint Validation Survey for CLIA-Exempt
L aboratories

(Rev. 1, 05-21-04)

This section has been moved to Chapter 5.
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Validation Surveys Performed Simultaneously With
Accreditation Organization I nspections or
Approved State Program I nspections

6226 - Simultaneous Validation Surveys - General
(Rev. 1, 05-21-04)

6226A - Simultaneous Validation Survey - Definition
(Rev. 1, 05-21-04)

A validation survey of an accredited or CLIA-exempt laboratory in which the CLIA
surveyor accompanies the accreditation organization or approved State program inspector
during the inspector’s fact-gathering, and uses the outcome-oriented survey principles
(see Appendix C) to determine whether the laboratory meets the CLIA Condition-level
requirements.

6226B - Purpose
(Rev. 1, 05-21-04)

The main purpose of the simultaneous validation survey is the same as any CLIA
validation survey: to verify that the laboratory meets all applicable CLIA conditions.
While determining the laboratory’s Condition-level compliance status, the CLIA
surveyor gains insight into accreditation or State program processes. It is also an
opportunity to partner in the efforts to improve quality of laboratory practices and testing
outcomes in clinical laboratories.

6226C - Relationship to L ook-Behind Validation Surveys
(Rev. 1, 05-21-04)

The simultaneous protocol offers an additional approach for conducting validation
surveys. Like the look-behind protocol, the simultaneous focuses on the laboratory’s
compliance status, however, the timing is different. Instead of performing the validation
survey up to 90 days after the accreditation organization or approved State program
inspection, the surveyor performs it while accompanying the inspector.
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6226D - Relationship to Annual Validation Survey Tar get

(Rev. 1, 05-21-04)

One or more of a SA’s or RO’s validation survey target, as specified in the annual
budget, is performed simultaneously. Performing all surveys simultaneously, however, is

not recommended. A combination of look-behind and simultaneous validation surveys
provides a more balanced view.

6226E - Team Size
(Rev. 1, 05-21-04)
With RO approval, the SA may increase the number of CLIA surveyors when the

accreditation inspection is performed by a team. Additional surveyors may be from the
SA or RO, as available.

6227 - Scheduling Simultaneous Validation Surveys and Coordinating
Pre-Survey Arrangements

(Rev. 1, 05-21-04)

6227A - Importance of Coordinating Pre-Survey Arrangements

(Rev. 1, 05-21-04)

Well-coordinated pre-survey arrangements, open communication and flexibility are key
to promoting a successful survey experience by all parties - the accreditation organization
or State program inspector, the CLIA surveyor, and the laboratory. With this foundation:

e Both teams can conduct their activities in the usual professional manner;

e Both teams can focus on the quality of the laboratory practices and testing
outcomes; and

o The laboratory operations can continue, minimally impacted by the survey.
6227B - Surveyor Responsibilities
(Rev. 1, 05-21-04)
The surveyor sets the tone for open communication and flexibility in pre-survey and
onsite activities, therefore the surveyor (rather than other SA personnel) makes the pre-

survey arrangements whenever possible. Direct contact by the surveyor with the
accreditation organization or State program representatives is strongly encouraged in



order to enhance surveyor/inspector coordination, an essential element in a smooth-
flowing survey.

6227C - Pre-Survey Arrangementsfor Accredited Laboratories
(Rev. 1, 05-21-04)
When a laboratory is selected for a simultaneous validation survey, the special tasks

listed below are performed in addition to the usual survey scheduling tasks, in order to
fully coordinate among all the parties.

6227C1 - Coordinating With Accreditation Organization Contact
Person

(Rev. 1, 05-21-04)

The surveyor telephones the accreditation organization’s designated contact person
(current names and telephone numbers can also be obtained from the RO.) The surveyor:

o Verifies the date of the organization’s inspection;

e Obtains the name and telephone number of the inspector; and

e Requests the contact person to advise both the inspector and the laboratory that a
CLIA validation survey will be conducted simultaneously with the accreditation
inspection. Notifying the inspector and the laboratory, in advance of the

surveyor’s contact, facilitates the surveyor’s coordination efforts with those
parties.

6227C2 - Arrangements With Laboratory
(Rev. 1, 05-21-04)

The surveyor ensures that the SA notification about the validation survey and apprises
the laboratory that it will be performed simultaneously with the accreditation inspection.

6227C3 - Coordinating With RO
(Rev. 1, 05-21-04)

The surveyor ensures that the RO is apprised of the survey shortly after it is scheduled, so
that the RO is current on all simultaneous survey activity in the region.



6227C4 - Coordinating With Accreditation Organization | nspector
(Rev. 1, 05-21-04)

Every effort should be made to perform these pre-entrance activities in all simultaneous
validation surveys.

o The CLIA surveyor telephones the inspector. In addition to verifying the time
and date of inspection, the surveyor arranges to meet with the inspector briefly
before entering the laboratory.

o The CLIA surveyor and the inspector have a pre-entrance meeting to coordinate
for a smooth-flowing survey.

The following activities are performed at the pre-entrance meeting:

e Mutual agreement on the content of the opening conference (see §6228), as well
as the inspector and surveyor roles, recognizing that the accreditation inspector
has the lead;

e Orientation of the CLIA surveyor on the inspector’s planned flow through the
laboratory, so that CLIA survey fact-gathering can be coordinated accordingly,
thereby minimizing interruption to laboratory operations and duplication of

inquiry;

e Orientation of the accreditation inspector, as appropriate, to the basics of the
CLIA outcome-oriented survey, and assurance that the CLIA surveyor’s role is to
conduct an evaluation of the laboratory’s compliance with CLIA, not a
performance evaluation of the inspector or a comparison of the accreditation
standards with the CLIA requirements.

6227D - Pre-Survey Arrangementsfor CLIA-Exempt Laboratories
(Rev. 1, 05-21-04)

The RO CLIA surveyor coordinates pre-survey arrangements for simultaneous validation
surveys in CLIA-exempt laboratories. The surveyor adapts the procedures in section C
above (Pre-Survey Arrangements), as appropriate, to coordinate pre-survey arrangements
with the State program official, the State program inspector and the laboratory.



6228 - Onsite Activities - Simultaneous Validation Surveys
(Rev. 1, 05-21-04)

6228A - Entrance Conference

(Rev. 1, 05-21-04)

The CLIA surveyor ensures that the laboratory officials are presented the following
information:

e The purpose of the validation survey;
e The planned flow through the laboratory; and

e The surveyor/inspector joint intent to coordinate fact-gathering as much as
possible in order to minimize disruption to laboratory operations and avoid
duplication of inquiry.

6228B - Fact-Gathering
(Rev. 1, 05-21-04)

The accreditation/State program inspector sets the flow of the fact-gathering. The
surveyor accompanies the inspector, and at the same time determines if sufficient
information is obtained to evaluate compliance with CLIA Conditions, using the
outcome-oriented survey principles. (See Appendix C.) The surveyor’s approach may be
tailored to the facility and circumstances, based on professional judgment and survey
experience. If the fact-gathering and discussions with the inspector do not result in
sufficient information to make a CLIA compliance determination, the CLIA surveyor and
the inspector mutually agree on the next course of action. The CLIA survey need not end
at the same time as the accreditation/State program inspection, however, there may be
blocks of time, such as the inspector’s period for administrative tasks, when the surveyor
can gather sufficient additional information to make the compliance determination.

6228C - Pre-Exit Discussion
(Rev. 1, 05-21-04)

The CLIA surveyor should plan to have a pre-exit meeting with the inspector (away from
laboratory personnel) to discuss each other’s findings, share the CLIA compliance
determination, and to coordinate the exit presentations to the laboratory. There may be
instances where the surveyor’s conclusions differ from the inspector’s. Acknowledge
this as you coordinate on the exit conference agenda. Should the inspector be concerned
about the discrepancies in findings, refrain from debating the merits of each one, and
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draw attention to the mutual interest in quality of laboratory practices and outcomes.
Explain, as appropriate, that a laboratory holding a CLIA Certificate of Accreditation has
an ongoing responsibility to meet the applicable CLIA Conditions, irrespective of the
accreditation inspection findings or the laboratory’s agreement with the accreditation
organization.

NOTE: The CLIA surveyor should be mindful that each set of accreditation and State
program requirements was approved by CMS as being equivalent (not necessarily
identical) to the CLIA Conditions, taken as a whole. Clarify, accordingly, for concerns
about apparent dissimilarities in the requirements or discrepancies in findings that may be
raised at the pre-exit discussion or the exit conference. Also clarify, as appropriate, that
the surveyor’s role is to evaluate the laboratory under CLIA, not compare the two sets of
requirements, or comment on the merits of the accreditation inspection findings.

6228D - Exit Conference
(Rev. 1, 05-21-04)

As coordinated with the accreditation/State program inspector, the surveyor presents the
CLIA findings. The surveyor also explains that the laboratory will be informed in
writing of the CLIA compliance determination, the laboratory’s responsibility for
responding, if necessary, and the time frames involved. If the information gathered was
insufficient to make a CLIA compliance determination, the surveyor advises the
laboratory accordingly and after the exit conference arranges to complete the remainder
of the survey. In instances where the laboratory raises questions about discrepancies in
the accreditation inspection and CLIA survey results, or apparent dissimilarities in
requirements, refer to the guidance in section C above (Pre-Exit Discussion), as
appropriate.

After the survey is completed, follow the procedures in §6166.



Other Activities

6230 - CLIA State Agency Performance Review (SAPR)
(Rev. 1, 05-21-04)

The CLIA SAPR is an evaluation by the RO each fiscal year of each SA’s performance
of its survey and certification responsibilities under the CLIA Program, as specified in
the Section 1864 Agreement. The goal of the SAPR is to promote optimal performance
by State Agencies. Sustained proficiency is recognized and areas of improvement are
identified for corrective action by the SA. The RO retains its overarching responsibility
for program oversight; however, its primary role in the SAPR is education and support
for SA improvement, with flexibility to address the variation in SA sizes and operations.

The CLIA SAPR is distinguished from the CLIA Federal Monitoring Survey (FMS) (see
§6232) by its scope. The SAPR is more comprehensive than the FMS. While the FMS
pertains to individual CLIA surveys, the SAPR focuses on the SA’s surveys in the
aggregate and the SA’s response to the FMS feedback, as well as other survey and
certification responsibilities, such as financial management, workload completion and
enforcement.

The CLIA SAPR is structured to measure performance in an objective and consistent
manner. Modifications to the structure or content may be made by CO based on
operational experience. Prior to each review year CO will issue instructions to the RO’s
and supplemental guidance, if necessary, so that the review consistency is maintained
across regions and States. The SA’s will be informed of any modifications as well. CO
will utilize the aggregate findings to update and clarify policy and to determine national
training needs.

6232 - Federal Monitoring Survey (FMS) Selection
(Rev. 1, 05-21-04)

The primary purpose of the FMS system is to monitor each SA surveyor’s use and
performance of the CLIA Outcome-oriented Survey Process (OSP) to: determine training
needs, provide timely feedback for surveyor education and improve survey process
performance. Comparability is assessed onsite for Participatory and Observational
FMS’. The Comparative CLIA-FMS is done preferably within 30 days but no later than
60 days from when the RO and SA perform its respective surveys. Monitoring of
problem providers is a secondary goal of the system. The RO’s FMS strategy should be
consistent with this approach. Actual monitoring survey targets and allocation
requirements will be established at the beginning of each fiscal year through a CO
component negotiation process. As a basic rule, however, the RO does not include in the



FMS sample selection any facility against which adverse action has been initiated by the
State survey agency.

6234 - FM S of Laboratories - Definitions and Purpose

(Rev. 1, 05-21-04)

6234A - Definition

(Rev. 1, 05-21-04)

An FMS is any survey in which an RO laboratory specialist accompanies or follows the
SA survey to monitor the surveyor’s use and performance of the CLIA OSP. A
laboratory is any facility that tests human specimens for the purpose of providing
information for diagnosis, prevention, or treatment of any disease or impairment of, or

the assessment of the health of, human beings. Laboratories under direct Federal
jurisdiction are exempt from the FMS survey process (refer §6022).

6234B - Purpose
(Rev. 1, 05-21-04)

The RO conducts the survey to:

Monitor SA performance in interpreting and applying CLIA requirement(s) and
the survey process for laboratories;

o Identify training/or technical assistance needs of surveyors;

o Identify problems that surveyors and/or laboratories encounter in implementing
Federal regulations and survey procedures; and

e Uncover and correct problem that exist in individual States, laboratories, or on
individual surveys.

RO surveyors perform CLIA-FMS surveys for the following purposes:

e Monitoring and improving SA surveyor performance for interpreting regulatory
requirements, applying survey policies and procedures, using the Principles of
Documentation (PoD), assessing compliance with the CLIA requirements, and
conducting the CLIA OSP for laboratories;

o Identifying training and/or technical assistance needs of a surveyor such as
assessing the surveyor’s ability to identify issues pertinent to test results and
patient outcome;



Identifying and resolving any problems that may arise for a surveyor, and/or a
laboratory; and

Providing documented feedback to the SA, RO and Central Office (CO).

6234C - Scope of FM S Surveys

(Rev. 1, 05-21-04)

1.

Full Survey - This is a survey of all applicable CLIA Conditions and/or standards
for laboratories.

Partial Surveys- This is a survey of selected CLIA Conditions and/or standards
for laboratories.

6234D - CLIA-FM S Survey Types

(Rev. 1, 05-21-04)

A description of the three types of CLIA-FMS is as follows:

The Observational CLIA-FMS is a survey in which the RO surveyor
accompanies the SA surveyor and interacts as necessary during the survey
process. The interaction is also intended to provide guidance at the appropriate
times during the survey process. The RO surveyor serves as a resource to enable
the SA surveyor to strengthen skills, knowledge base, and adherence to the CLIA
regulations, policies, and the OSP. It is important that the RO surveyor
communicates and interacts in a neutral non-judgmental manner, providing
objective and constructive feedback about the SA surveyor’s strengths and
weaknesses. The SA surveyor prepares the Form CMS-2567 after discussing the
deficiencies with the RO surveyor.

The Participatory CLIA-FMS is a survey in which the RO surveyor observes the
SA surveyor and participates in the survey. The Participatory survey facilitates a
collaborative relationship between the RO and SA. As in the Observational FMS,
the RO surveyor serves as a resource to enable the SA surveyor to strengthen
skills, knowledge base, and adherence to the CLIA OSP, regulations, and policies.
The Participatory FMS also affords an opportunity for the RO surveyor to
demonstrate a different survey approach when deemed necessary. The goal is to
jointly identify deficiencies by the RO and the SA surveyor. Both the SA and RO
surveyor collaborate on a final compliance determination when there are different
conclusions.



e The Comparative CLIA-FMS is a survey in which the RO surveyor surveys the
laboratory after the SA surveyor, preferably within 30 days but no later than 60
days and afterwards compares the deficiency citations to those of the SA
surveyor. When assessing comparability, the RO surveyor must keep in mind the
possibility that deficiencies may not have been present in the laboratory at the
time of separate surveys. If an issue arises, then the RO surveyor must contact the
SA surveyor for clarification.

6236 - CLIA-FM S Procedures
(Rev. 1, 05-21-04)

The modification to CLIA-FMS National Guidance package under its Section E heading
titled, “Considerations for Selecting and Planning the CLIA-FMS,” incorporates the
following clarification: The Comparative “CLIA-FMS” is a survey in which the RO
surveyor surveys the laboratory after the SA surveyor, preferably within 30 days but no
later than 60 days. The following is an abbreviated RO guide for the scheduling and
performing CLIA FMS.

6236A - Scheduling of Surveys
(Rev. 1, 05-21-04)

The RO conducts FMS surveys on an announced or unannounced basis. In the case of an
announced Participatory or Observational FMS survey, the SA notifies the facility of the
upcoming survey and that the RO surveyor will accompany the SA surveyor. In the case
of an announced Comparative FMS survey, the RO notifies the facility of the upcoming
CLIA survey.

6236B - Survey Findings
(Rev. 1, 05-21-04)

The SA and RO end each Federal survey with a standard exit conference with appropriate
facility staff and discuss findings in general terms as well as specify any deficiencies that
could significantly affect the health and safety of individuals or result in adverse action.

If the RO determines that CLIA Conditions are out of compliance, see §§6250-6299 for
enforcement process. The RO is responsible for subsequent enforcement actions under
these circumstances. However, the RO may request that the SA do any necessary follow-
up visits except for Federal jurisdictional surveys. The RO forwards to the SA the survey
findings and copies of all correspondence with the entity.



The RO requests that the SA obtain a POC from the facility, and monitors the SA’s
follow-up activities. The RO may wish to work with the institution and the SA directly if

the seriousness of the findings warrants it.

6238 - Reportsof Findingsof FMS
(Rev. 1,